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THE NEED FOR FDA REGULATION OF
TOBACCO PRODUCTS

TUESDAY, FEBRUARY 27, 2007

U.S. SENATE,
COMMITTEE ON HEALTH, EDUCATION, LABOR, AND PENSIONS,
Washington, DC.

The committee met, pursuant to notice, at 9:40 a.m., in Room
SD-430, Dirksen Senate Office Building, Hon. Edward Kennedy,
chairman of the committee, presiding.

Present: Senators Kennedy, Reed, Sanders, Brown, Enzi, Burr,
Isakson, Murkowski, Hatch, Allard, and Coburn.

OPENING STATEMENT OF SENATOR KENNEDY

The CHAIRMAN. Good morning and I apologize to our panelists
and to our members here. We have a ritual here in the Senate now,
which is called the Early Bird Rules. So if you are on another com-
mittee and you have at least a little seniority, which I'm fortunate
to have, you have to go down and check in at the start of the hear-
ing, to preserve your questioning later on. All of my colleagues are
familiar with it. You find out some of us come in here out of breath
several minutes late at the opening of these hearings. So we appre-
ciate ﬁour understanding and patience as I hope my colleagues do
as well.

I thank all of our witnesses for being here and I'll have an addi-
tional word on that. This hearing focuses on the need for FDA reg-
ulation of tobacco products, the most lethal of all consumer prod-
ucts. Used as intended by the companies that manufacture and
market them, cigarettes will kill one out of every three smokers.
Yet the Federal agency most responsible for protecting the public
health is currently powerless to deal with the enormous risks of to-
bacco use.

Public health experts overwhelmingly believe the passage of
S. 625, bipartisan legislation that will at long last give the FDA au-
thority to regulate tobacco products, is the most important action
that Congress can take to protect children from this deadly addic-
tion. If Congress fails to act and smoking continues at its current
rate, more than 6 million of today’s children will ultimately die
from tobacco-induced disease.

Smoking is the No. 1 preventable cause of death in America. Na-
tionally, cigarettes kill well over 400,000 people each year. That’s
more lives lost than from automobile accidents, alcohol abuse, ille-
gal drugs, AIDs, murders, and suicides combined and Congress
cannot continue to ignore a public health crisis of this magnitude.
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Giving FDA authority over tobacco products will not make the
tragic toll of tobacco use disappear overnight. More than 40 million
people are hooked on this highly addictive product and many of
them have been unable to quit, despite repeated attempts. How-
ever, FDA action can play a major role in breaking the gruesome
cycle that seduces millions of teenagers into a lifetime of addiction
and premature death.

What can FDA regulation accomplish? It can reduce youth smok-
ing by preventing tobacco advertising that targets children. It can
help prevent the sale of tobacco products to minors. It can stop the
tobacco industry from continuing to mislead the public about the
dangers of smoking. It can help smokers overcome their addiction.
It can make tobacco products less toxic and less addictive for those
who continue to use them. And, it can prohibit unsubstantiated
health claims about supposedly “reduced risk” products.

Regulating the conduct of tobacco companies is as necessary
today as it has been in the years past. The facts presented in the
Federal Government’s landmark lawsuit against the tobacco indus-
try conclusively demonstrate that the misconduct is substantial
and ongoing. The decision of the Court states:

“The evidence in this case clearly establishes that Defendants have not ceased
in engaging in unlawful activity. . . . Defendants continue to engage in conduct

that is materially indistinguishable from their previous actions, activities that
continue to this day.”

Only strong FDA regulation can force the necessary change in
their corporate behavior.

We must deal firmly with tobacco company marketing practices
that target children and mislead the public. The tobacco industry
currently spends over $15 billion each year to promote its products.
Much of that money is spent on ways designed to tempt children
to start smoking before they are mature enough to appreciate the
enormity of the health risk. The industry knows that nearly 90 per-
cent of smokers begin as children and are addicted by the time
they reach adulthood.

If we are serious about reducing youth smoking, the FDA must
have the power to prevent industry advertising designed to appeal
to children wherever it will be seen by children. This legislation
will give FDA the authority to stop tobacco advertising that glam-
orizes smoking to kids. The FDA’s authority must extend to the
sale of tobacco products as well to ensure that children under 18
are not able to buy cigarettes.

The tobacco industry has a long dishonorable history of providing
misleading information about the health consequences of smoking.
The FDA must have clear and unambiguous authority to prevent
such misrepresentations in the future. The largest dis-information
campaign in the history of the corporate world must end.

The nicotine in cigarettes is highly addictive. Medical experts say
that it is as addictive as heroin or cocaine. Yet for decades, while
tobacco companies were publicly denying the addictiveness of their
products, they were actually chemically manipulating the nicotine
in them to make it even more addictive. A newly released analysis
by the Harvard School of Public Health demonstrates that cigarette
manufacturers are still manipulating nicotine levels. Between 1998
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and 2005, they significantly increased the nicotine yield for major
brand cigarettes.

FDA must have the power to take the necessary steps to help ad-
dicted smokers overcome their addiction and to make the product
less toxic for smokers who are unable or unwilling to stop.

This legislation will require manufacturers to submit “reduced
risk” products to the FDA for analysis before they can be marketed.
No health-related claims will be permitted until they have been
verified to the FDA’s satisfaction. These safeguards are essential to
prevent deceptive industry marketing campaigns, which could lull
the public into a false sense of health safety.

Enacting this bill this year is the right thing to do for America’s
children. They are depending on us. By passing this legislation, we
can help them live longer, healthier lives.

[The prepared statement of Senator Kennedy follows:]

PREPARED STATEMENT OF SENATOR KENNEDY

This hearing focuses on the need for FDA regulation of tobacco
products, the most lethal of all consumer products. Used as in-
tended by the companies that manufacture and market them, ciga-
rettes will kill one out of every three daily smokers. Yet, the Fed-
eral agency most responsible for protecting the public health is cur-
rently powerless to deal with the enormous risks of tobacco use.
Public health experts overwhelmingly believe the passage of
S. 625—bipartisan legislation that will at long last give the FDA
authority to regulate tobacco products—is the most important ac-
tion Congress can take to protect children from this deadly addic-
tion. If Congress fails to act and smoking continues at its current
rate, more than 6 million of today’s children will ultimately die
from tobacco-induced disease.

Smoking is the number one preventable cause of death in Amer-
ica. Nationally, cigarettes kill well over 400,000 people each year.
They die from cancers, from lung diseases, from heart diseases and
strokes—all caused by smoking. That is more lives lost than from
automobile accidents, alcohol abuse, illegal drugs, AIDS, murder,
and suicide combined. Congress cannot continue to ignore a public
health problem of this magnitude.

Giving FDA authority over tobacco products will not make the
tragic toll of tobacco use disappear overnight. More than 40 million
people are hooked on this highly addictive product and many of
them have been unable to quit despite repeated attempts. However,
FDA action can play a major role in breaking the gruesome cycle
that seduces millions of teenagers into a lifetime of addiction and
premature death.

What can FDA regulation accomplish?

e It can reduce youth smoking by preventing tobacco advertising
which targets children.

e It can help prevent the sale of tobacco products to minors.

o It can stop the tobacco industry from continuing to mislead the
public about the dangers of smoking.

¢ It can help smokers overcome their addiction.

e It can make tobacco products less toxic and less addictive for
those who continue to use them.
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e And it can prohibit unsubstantiated health claims about sup-
posedly “reduced risk” products.

Regulating the conduct of the tobacco companies is as necessary
today as it has been in years past. The facts presented in the Fed-
eral Government’s landmark lawsuit against the tobacco industry
conclusively demonstrate that the misconduct is substantial and
ongoing. The decision of the Court states:

“The evidence in this case clearly establishes that Defendants have not ceased
engaging in unlawful activity. . . . Defendants continue to engage in conduct

that 1s materially indistinguishable from their previous actions, activity that
continues to this day.”

Only strong FDA regulation can force the necessary change in
their corporate behavior.

We must deal firmly with tobacco company marketing practices
that target children and mislead the public. The Food and Drug
Administration needs broad authority to regulate the sale, distribu-
tion, and advertising of cigarettes and smokeless tobacco.

The tobacco industry currently spends over $15 billion each year
to promote its products. Much of that money is spent in ways de-
signed to tempt children to start smoking, before they are mature
enough to appreciate the enormity of the health risk. Four thou-
sand children have their first cigarette every day, and one thou-
sand of them become daily smokers. The industry knows that near-
ly 90 percent of smokers begin as children and are addicted by the
time they reach adulthood.

Documents obtained from tobacco companies prove, in the compa-
nies’ own words, the magnitude of the industry’s efforts to trap
children into dependency on their deadly product. Studies by the
Institute of Medicine and the Centers for Disease Control show the
substantial role of industry advertising in decisions by young peo-
ple to use tobacco products.

If we are serious about reducing youth smoking, FDA must have
the power to prevent industry advertising designed to appeal to
children wherever it will be seen by children. This legislation will
give FDA the authority to stop tobacco advertising that glamorizes
smoking to kids. It grants FDA full authority to regulate tobacco
advertising “consistent with and to the full extent permitted by the
first amendment.”

FDA authority must also extend to the sale of tobacco products.
Nearly every State makes it illegal to sell cigarettes to children
under 18, but surveys show that those laws are rarely enforced and
frequently violated. FDA must have the power to limit the sale of
cigarettes to face-to-face transactions in which the age of the pur-
chaser can be verified by identification. This means an end to self-
service displays and vending machine sales. There must also be se-
rious enforcement efforts with real penalties for those caught sell-
ing tobacco products to children. This is the only way to ensure
that children under 18 are not able to buy cigarettes.

The FDA conducted the longest rulemaking proceeding in its his-
tory, studying which regulations would most effectively reduce the
number of children who smoke. Seven hundred thousand public
comments were received in the course of that rulemaking. At the
conclusion of its proceeding, the Agency promulgated rules on the
manner in which cigarettes are advertised and sold. Due to litiga-
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tion, most of those regulations were never implemented. If we are
serious about curbing youth smoking as much as possible, as soon
as possible; it makes no sense to require FDA to reinvent the wheel
by conducting a new multi-year rulemaking process on the same
issues. This legislation will give the youth access and advertising
restrictions already developed by FDA the force of law, as if they
had been issued under the new statute. Once they are in place,
FDA will have the authority to modify these rules as changing cir-
cumstances warrant.

The legislation also provides for stronger warnings on all ciga-
rette and smokeless tobacco packages, and in all print advertise-
ments. These warnings will be more explicit in their description of
the medical problems which can result from tobacco use. The FDA
is given the authority to change the text of these warning labels
periodically, to keep their impact strong.

The nicotine in cigarettes is highly addictive. Medical experts say
that it is as addictive as heroin or cocaine. Yet for decades, tobacco
companies vehemently denied the addictiveness of their products.
No one can forget the parade of tobacco executives who testified
under oath before Congress that smoking cigarettes is not addict-
ive. Overwhelming evidence in industry documents obtained
through the discovery process proves that the companies not only
knew of this addictiveness for decades, but actually relied on it as
the basis for their marketing strategy. As we now know, cigarette
manufacturers chemically manipulated the nicotine in their prod-
ucts to make it even more addictive.

A newly released analysis by the Harvard School of Public
Health demonstrates that cigarette manufacturers are still manip-
ulating nicotine levels. Between 1998 and 2005, they significantly
increased the nicotine yield from major brand name cigarettes. The
average increase in nicotine yield over the period was 11 percent.

The tobacco industry has a long, dishonorable history of pro-
viding misleading information about the health consequences of
smoking. These companies have repeatedly sought to characterize
their products as far less hazardous than they are. They made
minor innovations in product design seem far more significant for
the health of the user than they actually were. It is essential that
FDA have clear and unambiguous authority to prevent such mis-
representations in the future. The largest disinformation campaign
in the history of the corporate world must end.

Given the addictiveness of tobacco products, it is essential that
the FDA regulate them for the protection of the public. Over 40
million Americans are currently addicted to cigarettes. No respon-
sible public health official believes that cigarettes should be
banned. A ban would leave 40 million people without a way to sat-
isfy their drug dependency. FDA should be able to take the nec-
essary steps to help addicted smokers overcome their addiction,
and to make the product less toxic for smokers who are unable or
unwilling to stop. To do so, FDA must have the authority to reduce
or remove hazardous ingredients from cigarettes, to the extent that
it becomes scientifically feasible. The inherent risk in smoking
should not be unnecessarily compounded.

Recent statements by several tobacco companies make clear that
they plan to develop what they characterize as “reduced risk” ciga-
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rettes. Some are already on the market making unsubstantiated
claims. This legislation will require manufacturers to submit such
“reduced risk” products to the FDA for analysis before they can be
marketed. No health-related claims will be permitted until they
have been verified to the FDA’s satisfaction. These safeguards are
essential to prevent deceptive industry marketing campaigns,
which could lull the public into a false sense of health safety.

This legislation will vest FDA not only with the responsibility for
regulating tobacco products, but with full authority to do the job
effectively. It is long overdue.

Enacting this bill this year is the right thing to do for America’s
children. They are depending on us. By passing this legislation, we
can help them live longer, healthier lives.

The CHAIRMAN. Senator Enzi.

OPENING STATEMENT OF SENATOR ENZI

Senator ENzI. Thank you, Mr. Chairman. Good morning. I'd like
to thank my colleague, Senator Kennedy, for calling this hearing.
I believe it 1s always a good idea to discuss controversial issues like
this one in order to better educate ourselves and the American peo-
ple about the problem and the possible solutions.

We can all agree on what our common interest is, which is stop-
ping people of all ages from starting to smoke and convincing cur-
rent smokers to quit that deadly habit. While the tobacco industry
may seemingly share our views on teen smoking, I am one who
doubts they have bought into the idea of getting adult smokers to
stop smoking.

The bill that is now before the Senate proves this point. Today
we should ask ourselves, what will it mean to have cigarette and
tobacco products truly regulated by the Food and Drug Administra-
tion? The FDA is the gold standard among public health regulators
the world over. For the past century, the FDA has protected the
public from filthy conditions in meat packing plants to thalidomide,
which caused thousands of birth defects in Western Europe. The
FDA'’s constant vigilance is not just a historical artifact. Last week,
there was a recall of peanut butter due to salmonella contamina-
tion and baby food that had been tainted with botulism. This is
how we’ve come to depend on the FDA every day to protect us and
our children from poisons that could harm or even kill us.

Senator Kennedy and I have worked on FDA issues for the last
2 years. We held 10 hearings on the FDA during the 109th Con-
gress. Again and again, we focused on the FDA’s role in protecting
and promoting the public health.

In all of our work together, it was evident that the FDA is over-
worked and under funded. We as a Nation currently ask the FDA
to be responsible for so many things: ensuring that new drugs and
medical devices are safe and effective, safeguarding the Nation’s
food supply, regulating the manufacture and distribution of food
additives and drugs that will be given to animals and increasingly,
the security of our blood supply.

In each of these key activities, the role of the FDA is to protect
our health. In providing that protection, the FDA examines key sci-
entific facts and ways to balance the benefit to our society and
risks to our health. It baffles me why we are here today to talk
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about the FDA doing a risk/benefit analysis of tobacco and ciga-
rettes. Everyone agrees that smoking kills. There is no such thing
as a safe cigarette. Any public statement by the FDA under their
current authority would necessitate the finding that there is no
benefit to the use of cigarettes—only harm.

The bill now before Congress would establish the FDA as a regu-
lator for tobacco products. However, the bill explicitly states that
the FDA will not be permitted to prohibit the sale of any tobacco
product to adults 18 years or older. That’s not true regulation. The
bill would gut the authority that Congress has bestowed and
staunchly defended for the FDA—the authority to remove health
threats from the marketplace. Having the FDA review and approve
cigarettes sends mixed and confusing messages to the public, cre-
ating the sense that cigarettes are safe or made safer. I can see it
now. Tobacco companies being let off the hook in court because
they can now say, “But judge, our product was reviewed and ap-
proved by the FDA.” The FDA can not be put in the position of ap-
proving a product that years of science and personal experience for
far too many Americans have shown to be dangerous. Simply put,
it kills people.

So what can we do? I recognize we can’t change behavior over-
night but the data on smoking are trending in the right direction.
Fewer people smoke and teenage smoking is down dramatically.
We can always do more with educational outreach efforts.

Where are the funds going to come from? I recognize that the
money from the Master Settlement Agreement, MSA, with 46
States came with no strings attached. We all know the genesis of
the agreement was States suing for the cost of healthcare for smok-
ers and former smokers. The spirit of that agreement was that the
funds would be used for healthcare for smokers and former smok-
ers, however that is not how the money is being spent. As the GAO
will highlight later today, on average, States are spending less
than 5 percent of the MSA funds on tobacco control and prevention,
and the spending on healthcare items such as SCHIP may not be
focused on assisting smokers with severe health conditions due to
their use of cigarettes. While States are spending their funds on a
variety of projects, they are not spending key funds on the care of
smokers and former smokers or preventing tobacco use in the first
place.

In fiscal year 2007, only three States—Maine, Delaware and Col-
orado, are meeting the CDC minimum recommendation of 8 per-
cent of spending on tobacco prevention. The combined total the
States are spending on tobacco prevention amounts to just 2.8 per-
cent of the $21.7 billion in tobacco generated revenue the States
will collect this year from the tobacco settlement and tobacco taxes.
I think the States can do better.

The FDA approves cures not poisons. Forcing the FDA to regu-
late tobacco but not letting them ban it would undermine the long
history of the agency protecting and promoting the public health.
I ask my colleagues to think hard about what they are proposing.
My record is clear when it comes to tobacco. I am no friend to big
tobacco and I have never taken a dime of tobacco money. I don’t
intend to start now. I absolutely reject the notion that the way to
show that you are for kids and against tobacco is by sending the
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Nation’s premiere public health watchdog out to fight for safety
with one hand tied behind its back and allowing this premiere
agency to provide its FDA seal of approval on a deadly product that
has no health benefit.

Now, I have a number of statements from outside groups regard-
ing this legislation. I ask unanimous consent that they be entered
into the hearing record. I would mention that I think Philip Morris,
by mistake, sent me their letter. I would still ask that it be made
a part of the record but I would suggest that big tobacco figures
that if the FDA controls tobacco, the cigarettes will have to be put
behind the counter where nobody can see other brands, particularly
not 18-year-olds, that will give the established brands a big push.
4 Sg) I look forward to the testimony today and hope that we can

o better.

[Editor’s Note: The materials presented by Senator Enzi may be found in
Additional Materials.]

The CHAIRMAN. Well, there you go. I look forward to our panel,
their testimony.

Senator BURR. Mr. Chairman, could I ask consent of the Chair
and of my colleagues to allow me to make an opening statement?

The CHAIRMAN. Sure. I'd like to accommodate you because this
issue obviously has a particular, very special effect on your State.
My colleague, Senator Brown, who is going to another hearing,
wanted to say a brief word, too. We're trying to accommodate
schedules as best we can but still try to keep this process moving.
But I'll be glad to let both of you speak.

Senator Brown.

OPENING STATEMENT OF SENATOR BROWN

Senator BROWN. Thank you, Senator Burr and thank you Mr.
Chairman. Senator Enzi, thank you for recounting the proud his-
tory of the Food and Drug Administration and the terrific work it
has done for decades. I appreciate that. And Senator Kennedy,
thank you for your work on tobacco issues.

Generally, the story of tobacco addiction is all too familiar for far
too many of our young people. In my State of Ohio, 20 percent or
134,000 it is estimated, high school students smoke. Over 18,000
kids under the age of 18 become new daily smokers each year. The
CDC estimates that in just this one State, 293,000 kids under the
age of 18 will die prematurely as a result of smoking. These chil-
dren are not aware of these staggering statistics when they tried
their first cigarette but we are aware of these staggering statistics.
That’s why it’s our responsibility to make sure our children are
safe and don’t fall victim to that unhealthy addiction.

I applaud the Chairman for holding this hearing and introducing
bipartisan legislation that would grant the FDA authority to regu-
late tobacco products. Congress has a responsibility to the Nation
to ensure that children are safe and are not the victims of sugges-
tive marketing by tobacco companies and has an equal responsi-
bility to ensure that citizens are protected from dangerous chemi-
cals and are aware of all their risks associated with smoking. The
Chairman’s bill will give the FDA the authority to regulate tobacco
as it does any other drug. I totally support this legislation. I again
thank the Chairman for holding these hearings.
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I, for about a decade, was the Ranking Democrat on the Health
Subcommittee in the House and saw so much of this testimony and
heard so much about this issue. It’s time finally that the Senate
and the House act. Thank you.

The CHAIRMAN. Thank you very much, Senator Brown. I appre-
ciate your comments and your presence here.

Senator Burr.

OPENING STATEMENT OF SENATOR BURR

Senator BURR. Thank you, Mr. Chairman. Mr. Chairman, you
should be applauded for bringing this up and you and I have a rich
history of working on this issue when I was in the House. We share
concerns.

Clearly, coming from North Carolina, I am somewhat passionate
about this issue and as I told Matt Myers, we’ve been doing this
a long time. The only difference is, we’ve both aged.

The approach that we are still taking today is exactly what we
took 13 years ago when we first started this but so much has
changed. The master settlement brought a lot of changes to the
long list of advertising, the target of children, the use of cartoon
characters, the sponsorship of sporting events—places where kids
might be influenced. It’s all gone.

But the framework of regulation that we’ve chosen to do is still
the same thing. It doesn’t take into account that. I'm not here to
go through a long laundry list of items that I might take a different
road than maybe what the Chairman would take.

I would only say this—that some who have read this bill suggest
that it shields the tobacco companies in the future from liability.
Some have read the bill and said, “This is a pathway to the elimi-
nation of tobacco products.” And quite frankly, I'm not sure that
any of us know what will happen if this legislation becomes law.

I think there are some assumptions that we can make that are
fairly accurate and I just want to point everybody toward the FDA
today. The FDA and its jurisdictions—the authority that the FDA
currently has of 25 cents of every dollar of U.S. economy—this is
not just about whether, in fact, the blood is safe, whether drugs
and biologics and medical devices are, in fact, approved, labeled
correctly and monitored for advertising effectively. It’s a question
of whether the safety of the system has been maintained and
Sherrod worked with me on FDA modernization, now 12 years ago.
The No. 1 objective was to make sure that that gold standard was
preserved.

But there is so much that is currently in the FDA jurisdiction
and that we count on as Americans. It’s not just about children.
This is about every American and a system that we are reliant on
for our health.

The reality is that we all have to ask ourselves, is this the appro-
priate place to put all the regulatory responsibility of the most reg-
ulated industry in America? I'm going to ask for the other chart to
g0 up.

To hear some describe the lack of regulation, the lack of over-
sight on this industry ignores the current regulatory framework
that is in this country. Now granted, some of the Federal agencies
have certain tobacco regulations internal to their areas of the Gov-
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ernment. But when you look at the Department of Agriculture,
when you look at the Federal Trade Commission, when you look at
HHS, what you find is, you find the most regulated industry in
America today before we ever talk about passing a bill.

So, Mr. Chairman, it’s only my hope and my pledge to you and
to our panelists, who are passionate and knowledgeable on many
of the issues, that it is my hope that we will throw away that tem-
plate that we created 13 years ago, that we will focus on the areas
where I think we need to make progress. I think it is reasonable
to say, what does it take to assure Matt Myers that children are
not the target of advertising, of marketing, of promotion? But what
ahlmlzvs us to continue some degree of marketing to consenting
adults.

I used to be a tobacco smoker. I'm not today. You can quit. My
children never started. They may be an anomaly. I don’t think they
are. It is reasonable for us as legislators, to expect that we can cre-
ate a framework that provides more information for adults to make
better choices? I think that is where our responsibility lies. When
we can bring to the table new information, better information
about the health consequences, then adults can choose, in fact,
whether they want to participate in the use of this product.

Mr. Chairman, it is my hope that over the next days, weeks,
months—whatever your timeline is—that we can sit down in an in-
formal capacity and talk about a different framework, one hopefully
that we would find tremendous agreement on where we end up, but
possibly the flexibility of how we accomplish that might be left up
to something other than the formal hearing process. I think we can
achieve that and I look forward to working with the Chairman. I
thank you.

The CHAIRMAN. Well, thank you very much, as always, a very
provocative and well stated view, Senator. I think this has been
helpful in trying to establish a framework. We’ve got a very experi-
enced panel that have strong views from their vantage points. We
all hope that they might be able to catch the spirit of this hearing.
We've heard pretty diverse views about how we ought to approach
it and the witnesses will be able to add to their own comments
what they might, in terms of responding to some of these issues.

We have very distinguished witnesses. Let me introduce three
panelists at a time and then I will introduce the others after the
first group has spoken. I think that is probably the most effective
way to proceed.

So we'll start with Matthew Myers, President and CEO of the
Campaign for Tobacco-Free Kids, a privately funded organization
established to reduce tobacco use and its devastating consequences
in the United States and around the world. For over 25 years, Mr.
Myers has participated in virtually every major national tobacco-
related legislative effort, worked with State tobacco prevention ad-
vocates and officials around the country. In 1999, Mr. Myers was
asked to serve on the first advisory committee established to advise
the Director General of the World Health Organization on tobacco
issues. In October 2004, Harvard School of Public Health bestowed
its highest honor, the prestigious Julie Richmond Award on Mr.
Myers for his work as an advocate in preventing tobacco industry
marketing to children.
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Elmer Huerta is the President-Elect of the National Board of Di-
rectors of the American Cancer Society, and a member of the Amer-
ican Cancer Society Action Network. Dr. Huerta is currently Direc-
tor of the Cancer Preventorium at the Washington Cancer Institute
at the Washington Hospital Center in Washington, DC., founded in
1994. He is President and Founder of Prevencion, a nonprofit com-
pany dedicated to the production and dissemination of educational
materials for the Latino community. He was a founding member of
the Board of Directors of the American Legacy Foundation. He is
a prominent figure on Spanish language radio and television.

Dr. Richard Land—Princeton and Oxford educated—has served
as President of the Southern Baptist Convention Ethics and Reli-
gious Liberty Commission since 1988. He represented the
Evangelicals before Congress and U.S. Presidents, and is a three-
time commissioner of the U.S. Commission in National Religious
Freedom. In 2005, Time named Dr. Land one of the 25 most influ-
ential Evangelicals. A renowned scholar, Dr. Land has worked as
a pastor, a theologian and a public policymaker. He is a leading
member of Faith United Against Tobacco.

I'm very grateful to have these three individuals here today.

Let’s begin with Mr. Myers.

STATEMENT OF MATTHEW L. MYERS, PRESIDENT AND CEO OF
THE CAMPAIGN FOR TOBACCO-FREE KIDS, WASHINGTON, DC

Mr. MYERS. Chairman Kennedy, Senator Enzi, Senator Burr and
members of the committee, thank you very much for the oppor-
tunity to testify today.

S.625, in the view of virtually every major public health organi-
zation, has the potential to save literally hundreds of thousands if
not millions of lives. Rarely is Congress faced with an opportunity
to do exactly that.

Today, tobacco—America’s most dangerous consumer product, de-
spite what Senator Burr said, is also the one consumer product
that no Federal agency oversees for health and safety purposes, de-
spite its other regulatory framework. This carefully crafted,
thoughtfully balanced legislation would correct that glaring prob-
lem and bring to tobacco the kind of government oversight that is
already provided to other consumer products.

As you know, S.625 was only introduced on February 15, but the
need for legislation giving FDA regulatory authority over tobacco
has been debated for years. Indeed, a bill virtually identical to
S.625 was debated and overwhelming approved by the full Senate
twice in 2004.

S. 625 has been examined by virtually every major public health
organization in this country. It has broad bipartisan support, in-
cluding liberals and conservatives and Senators from every geo-
graphic region of the country. It has been endorsed by every major
national public health organization, many organizations rep-
resenting healthcare providers as well as representative of a wide
range of faith groups.

As the letter attached to my testimony reflects, support for this
legislation is a virtual Who's Who of this Nation’s health commu-
nity and includes 48 national organizations. Rarely do you see this
kind of consensus.
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The need for FDA regulation is also supported by a wide range
of Americans. We have just conducted a nationwide poll and found
that 69 percent of voters favor FDA regulation of tobacco products.
What is interesting about that poll is, that number does not vary
by geographic region and it is also extraordinarily strong in the to-
bacco growing country.

As you said, Senator Kennedy, more than five decades after the
Surgeon General’s historic 1964 report, more than 400,000 Ameri-
cans die prematurely every year from tobacco. That’s roughly 1,200
people every single day. The critical word is prematurely. While
some hope that the Master Settlement Agreement would end to-
bacco marketing to kids, as Federal Judge Gladys Kessler found
just last August, the tobacco manufacturers continue to market in
ways that appeal to young people and continue, to this day, to re-
cruit children as new tobacco users. While helpful, the MSA ad-
dressed less than 20 percent of the marketing and promotional ex-
penditures of the tobacco company and it did not even completely
eliminate those practices.

Indeed, between 1998 and 2003, the last year for which we have
data, promotional expenditures by cigarette companies rose from
$6.73 billion a year to a staggering $15.15 billion a year. That
means today and every day, the tobacco companies will spend more
than $41 million marketing their products. We need to do more.

This legislation will provide FDA with the authority it needs to
appropriately oversee the marketing, manufacture and sale of to-
bacco products. In a nutshell, this bill ensures that oversight of to-
bacco 1s based on sound science and conducted by an agency and
personnel with scientific expertise and the ability to make adjust-
ments based on new scientific evidence.

For the reason that FDA has previously been given authority of
other products, the FDA is the only agency that possesses these
qualities. It requires the tobacco industry to make the type of dis-
closures to FDA that other manufacturers are already required to
make. It establishes commonsense standards for product regula-
tions that are practical, achievable and directed toward protecting
the public. It recognizes, as Senator Enzi did, that how a product
is marketed can also have a major impact on the number of people
who needlessly die from tobacco, both in terms of encouraging use
and discouraging quitting.

Last and very importantly, it provides the FDA with the re-
sources to do the assigned job capably and without detracting from
FDA'’s other important missions. It should be noted that this legis-
lation provides an independent source of funds for FDA to ade-
quately do the job but even that independent source of funds would
amount to no more than about 2V% cents per pack.

Let me just highlight one or two things quickly so that I don’t
use much time. Marketing—the bill would put in place a number
of specific advertising restrictions that FDA has previously deter-
mined after a 2-year investigation, have the greatest impact on to-
bacco use on children, practices that continue until today.

And most importantly, it would authorize FDA to take further
action as new marketing practices are discovered, to address those
but in ways that are extraordinarily sensitive to the first amend-
ment.
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In terms of the new products and the products today on the mar-
ket, today tobacco products contain more than 60 known cancer-
causing substances and the incidence of disease among smokers,
shockingly, has actually increased—not decreased, over the years.
No Federal agency, no State agency currently has the authority to
require tobacco companies to make technologically feasible changes
to tobacco products to reduce the number and quantity of harmful
substances in those products.

For the first time in history, this bill gives a Federal agency the
authority to require those kinds of changes in both new and exist-
ing products.

Let me address an important issue. This bill does not use the
same standards to evaluate products as is used for drugs. It recog-
nizes that the standard FDA normally applies to many products
under its jurisdiction, whether the product is safe and effective,
does not make sense for tobacco products. There are approximately
50 million Americans already using these highly addictive products
and there is no such thing, I think we can all agree, of a safe ciga-
rette.

The CHAIRMAN. I'm going to ask you to begin to wind up, please.

Mr. MYERS. I just have about 1 minute left. Thus, the standard
in this bill—but the fact that the current standard doesn’t apply
doesn’t mean there isn’t anything we can do. The standard in this
bill is one based on what actions are appropriate to protect the
public health, which in this case, means those actions that will re-
duce the number of people likely to die from tobacco. Changes to
tobacco products today can reduce those harms.

Last, critically, this would prevent tobacco companies from mak-
ing the kind of unsubstantiated health claims as they have for light
and low-tar tobacco products and for a whole new generation of
products, which have undermined efforts by the States and others,
to encourage people to quit. This bill would eliminate the terms
light and low-tar, producing an immediate benefit and equally im-
portant is it would set meaningful, reasonable scientific standards
that would require a tobacco company to prove to FDA that any
product for which they wanted to make a claim actually would re-
sult in a reduction in risks to both individual consumers and the
population as a whole.

In conclusion, Senator Kennedy and members of the committee,
this bill is a thoughtful, balanced approach to a problem that has
plagued this Nation for over 50 years. It isn’t perfect but it will re-
sult in literally hundreds of thousands of lives being saved.

Thank you.

[The prepared statement of Mr. Myers follows:]

PREPARED STATEMENT OF MATTHEW L. MYERS

Chairman Kennedy, Senator Enzi, and members of the HELP Committee, thank
you for this opportunity to testify in support of S. 625, a bill to provide the U.S. Food
and Drug Administration (FDA) with the authority to effectively regulate tobacco
products and their marketing and to reduce the harms associated with tobacco use.
My name is Matthew Myers, and I am President of the Campaign for Tobacco-Free
Kids, the Nation’s largest nonprofit, advocacy organization solely devoted to reduc-
ing the harm caused by tobacco use and exposure to secondhand smoke.

S. 625 has the potential to save many lives. Today, America’s most dangerous con-
sumer product—tobacco—is also the one consumer product that no Federal agency
oversees for health and safety purposes. This carefully crafted, thoughtfully bal-



14

anced legislation would correct that glaring problem and bring the type of govern-
ment oversight to the manufacture, marketing and sale of tobacco products that is
already provided to other consumer products.

As you know, S.625 was introduced on February 15, 2007, but the need for legis-
lation giving FDA authority over tobacco has been discussed for years, and legisla-
tion similar to S.625 has been before the Senate for close to a decade. A bill vir-
tually identical to S.625 was debated and overwhelmingly approved by the full Sen-
ate in 2004.

It is essential for Congress to act if the public is to be protected. In 1996, after
a 2-year investigation, the U.S. Food and Drug Administration asserted jurisdiction
over tobacco under current law. Then, in March 2000, the U.S. Supreme Court ruled
that the FDA did not have the statutory authority to regulate tobacco products, and
that only Congress could grant FDA this authority. In a highly unusual com-
merkl)ilsary, the Court urged Congress to act given the seriousness of the public health
problem.

Thus, it is no surprise that S.625 has broad bipartisan support including liberals
and conservatives and Senators from every geographic region of the country. It has
been endorsed by every major national public health organization, many organiza-
tions representing health care providers, and representatives of a wide range of
faith groups. Virtually identical legislation was also previously endorsed by every
major tobacco-farming group.

The Campaign for Tobacco-Free Kids has measured voter support for FDA regula-
tion of tobacco products and, not surprisingly, it has broad support across the coun-
try, with 69 percent of voters in a national poll favoring. State surveys from around
the country have consistently found similarly high levels of support, crossing party
and ideological lines. It even has majority support among smokers. Voter support
is particularly strong for the specific provisions of FDA regulation. When asked if
tobacco companies should be required to take measures to make cigarettes less
harmful; if tobacco companies should be prevented from making claims that some
products are less harmful than others unless FDA determines those claims are true;
or if FDA should restrict tobacco marketing aimed at children, voter support for
each of these elements exceeds 75 percent.

It is truly time for Congress to act.

WHY THIS BILL IS NEEDED

S. 625 is essential for the protection of the public health. More than five decades
after the Surgeon General’s historic 1964 report, more than 400,000 Americans die
prematurely every year from tobacco, roughly 1,200 people every day. The critical
word is “prematurely.” Fifty percent of the people who die from tobacco die in mid-
dle age, and almost every one of those deaths is a person who started smoking and
became addicted before they were old enough to be sold tobacco products legally.

Death from tobacco is almost always the last chapter of a book that begins in
childhood. Every day, approximately 4,000 kids will try a cigarette for the first time.
Another 1,000 will become new, regular daily smokers, and one-third of these kids
will eventually die prematurely as a result.

While some hoped that the 1998 Master Settlement Agreement (MSA) would end
tobacco marketing to children, Federal District Court Judge Gladys Kessler found
last July that the tobacco manufacturers continue to market in ways that appeal
to young people and continue to recruit children as new tobacco users. The MSA,
while helpful, addressed less than 20 percent of the marketing and promotional ex-
penditures by the tobacco companies, and it did not completely eliminate even those
practices. The tobacco companies have easily overcome these restrictions by dra-
matically increasing marketing expenditures and constantly finding new and sophis-
ticated ways to market their products, many of which impact kids. Between 1998,
the year of the MSA, and 2003, the latest year for which data are available, the
major cigarette companies more than doubled their marketing and promotional ex-
penditures from $6.73 billion to a staggering $15.15 billion—more than $40 million
each and every day—much of it aimed at kids. As Judge Kessler concluded in her
opinion:

“In fact, the overwhelming evidence set forth in this Section—both Defend-
ants’ internal documents, testimony from extraordinarily qualified and experi-
enced experts called by the United States, and the many pictorial and demon-
strative exhibits used by the Government—prove that, historically, as well as
currently, Defendants do market to young people, including those under 21, as
well as those under 18. Defendants’ marketing activities are intended to bring
new, young, and hopefully long-lived smokers into the market in order to re-
place those who die (largely from tobacco-caused illnesses) or quit.”
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It’s no wonder that our surveys continue to show kids are almost twice as likely
as adults to remember tobacco advertising.

Judge Kessler also concluded that tobacco company marketing to kids is likely to
continue in the future:

“Similarly, Defendants continue to engage in many practices which target
youth, and deny that they do so. Despite the provisions of the MSA, Defendants
continue to track youth behavior and preferences and market to youth using im-
agery which appeals to the needs and desires of adolescents. Defendants are
well aware that over 80 percent of adult smokers began smoking before the age
of 18, and therefore know that securing the youth market is critical to their sur-
vival. There is therefore no reason, especially given their long history of denial
and deceit, to trust their assurances that they will not continue committing
RICO violations denying their marketing to youth.”

In addition to allowing virtually unfettered promotion of tobacco products, the ab-
sence of any meaningful regulation continues to allow the tobacco industry to ma-
nipulate their products in ways that can make them more addictive and/or more
harmful. The introduction of so-called reduced risk products, with no oversight, can
also deceive consumers and undermine their efforts to reduce their risk by luring
them into switching to products that they falsely believe are less hazardous rather
than quitting. It can also attract new smokers with the promise of less harm.

The lesson is clear: more must be done. The status quo is not working and current
efforts are inadequate. The need for FDA oversight of the tobacco industry is as
great today as ever:

e The tobacco industry continues deceptive marketing that undermines preven-
tion efforts and appeals to children.

e Tobacco products remain toxic and addictive and tobacco companies are free to
manipulate products to make them more appealing and addictive.

OdThere continue to be unsubstantiated health claims made for new and low tar
products.

o There are still critical gaps in the industry’s acknowledgement of the health ef-
fects of their products.

WHAT THIS BILL WILL DO

This legislation will provide the FDA with the authority it needs to appropriately
oversee the marketing, manufacture and sale of tobacco products. This authority
will benefit public health by reducing illegal sales of tobacco to kids, by limiting
marketing that targets kids to begin smoking and misleads smokers to discourage
them from quitting, by ensuring that new products that purport to reduce harm ac-
tually do so, and by requiring tobacco companies to make changes in the products
that make them less harmful to smokers unable to quit.

Key principles of the legislation include:

e Ensures that oversight of tobacco is based on sound science and conducted by
an agency and personnel with scientific expertise and the ability to make adjust-
ments based on new scientific evidence;

e Requires the tobacco industry to make the type of disclosures to FDA that other
manufacturers are already required to make and that are essential to enable the
agency to make well-informed decisions and take effective action;

e Establishes common-sense standards for product regulation and agency action
that are practical, achievable and directed toward a single common goal—to protect
the public health and reduce the number of Americans who die prematurely as the
result of their use of tobacco products;

e Recognizes that how a product is marketed can also have a major impact on
the number of people who needlessly die from tobacco use and establishes marketing
standards that are both consistent with the first amendment and the FDA’s public
health mission; and

e Provides the FDA with the resources to do the assigned job capably and without
detracting from FDA’s other important missions.

I want to highlight just a few key provisions of the bill and also address some
of the concerns that have been raised about the legislation.

Marketing.—Since the Master Settlement Agreement, the tobacco industry has
more than doubled its marketing expenditures with knowledge of the impact of its
marketing on children; continued marketing “light” and “low tar” cigarettes despite
the evidence that they do not reduce the risk of disease and the public is misled
by how they are labeled and sold; and introduced new tobacco brands backed by new
unsubstantiated and unproven health claims that mislead the public. It has become
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even clearer that State lawsuits, prior voluntary codes, and current laws have not
prevented the tobacco industry from marketing to children or misleading the public.

This bill would put in place a number of specific advertising restrictions that FDA
previously determined, after a 2-year investigation, impact tobacco use by children;
would require the elimination of the use of the terms “light,” “low tar” and similar
terms unless the industry could scientifically demonstrate that products labeled
“light” and “low tar” actually reduce the risk of disease; and would otherwise pre-
vent the use of other health claims unless a manufacturer presents scientific evi-
dence to support those claims. These are not radical concepts. Manufacturers of
other products regulated by FDA are not allowed to make claims without adequate
scientific substantiation because of the adverse impact on the health of potential
C(E)Illsumlers. This bill would finally force the tobacco industry to play by these reason-
able rules.

Equally as important, this bill recognizes that the tobacco industry has often cir-
cumvented rules designed to curtail both marketing to children and misleading of
the public and provides FDA the needed authority to adopt new rules to address
new conditions as they arise.

Any advertising regulations must be consistent with the first amendment. The bill
states that the authority to develop regulations that impose restrictions on the ad-
vertising and promotion of tobacco products must be consistent with, but can be ex-
ercised to the full extent permitted by, the first amendment. Given the history of
the tobacco industry’s aggressive and misleading marketing, strong authority to re-
strict marketing is justified.

The kinds of Federal restrictions on tobacco marketing contained in S.625 are
consistent with the U.S. Supreme Court’s analysis in Lorrilard Tobacco Company
v. Reilly. They would survive constitutional challenge because they are carefully tai-
lored, scientifically proven measures to protect the recognized legitimate interests
of the government in protecting (1) children from marketing that contributes to to-
bacco addiction and (2) adults from misleading marketing that encourages tobacco
use and discourages quitting. Federal action is clearly needed because over 50 years
of voluntary and State governmental efforts to change the tobacco industry’s behav-
ior have not solved the problem.

Establishing Appropriate Standards for the Content of Tobacco Products.—Today,
tobacco products contain more than 60 known cancer-causing substances, and the
incidence of disease among smokers has actually increased, not decreased, over the
years, according to the National Cancer Institute.! Even as the tobacco industry
touted that it had reduced tar and nicotine levels in its products, the level of potent
carcinogens, like nitrosamines, increased without any public agency having any au-
thority to evaluate the impact of that change.

No Federal agency currently has the authority to require tobacco companies to
disclose, in a meaningful way, what is in each product;2 to require manufacturers
to provide evidence of the impact of product changes; or to require manufacturers
to make technologically feasible changes to products to reduce the number or quan-
tity of harmful substances in tobacco products and the smoke of tobacco products.
S. 625 would address this gap in a practical and reasonable way. It recognizes that
the standard FDA normally applies to many products under its jurisdiction—wheth-
er the product is “safe and effective”—does not make sense for tobacco products be-
cause there is no such thing as a “safe cigarette.” A “safe and effective” standard
would thus dictate a total ban on tobacco products, and with close to 50 million
Americans addicted to tobacco use, virtually all public health experts recognize this
as infeasible and unproductive. S. 625 recognizes that the goal is therefore to reduce
the number of people who needlessly die prematurely from tobacco use. Thus, the
standard in the bill is one based on what actions are “appropriate to protect the
public health,” taking into account the impact of any proposal on the health of the
“population as a whole, including users and nonusers” of tobacco products. The bill
puts in place measures to prevent kids from starting to smoke and to ensure that
smokers are not dissuaded from quitting by misleading claims, and it establishes
a process to reduce the harm from tobacco products to those who are unable to quit.

1Risks Associated with Smoking Cigarettes with Low Machine-Measured Yields of Tar and
Nicotine. Smoking and Tobacco Control Monograph No. 13. Bethesda, MD: U.S. Department of
Health and Human Services, National Institutes of Health, National Cancer Institute, NIH Pub.
No. 02-5074, October, 2001. http:/ / cancercontrol.cancer.gov/tcrb /monographs/13/.

2The ingredient disclosure requirements of the 1984 Comprehensive Smoking Education Act
have proven wholly inadequate for this purpose. They do not provide the government with infor-
mation to identify what chemicals and other ingredients are in each brand of cigarettes, the
quantity of the different chemicals, in each cigarette or the type of information that is needed
to understand or evaluate or warn the public about what is in each brand of cigarette.
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The standard in S.625 recognizes the unique issues raised by the regulation of
tobacco products. This standard looks at the overall impact on the number of people
who will die needlessly from tobacco and allows the FDA to broadly consider all fac-
tors that will affect whether a proposed product change will increase or decrease the
death and disease caused by tobacco. It instructs the FDA to look at how a man-
dated product change will impact individual tobacco users but also look at its impact
on the number of tobacco users by examining its effect on discouraging smokers
from quitting or encouraging nonsmokers to start. The goal is protecting the pubic
and saving lives, and the standard set forth in S.625 is right on the mark.

Preventing Unsubstantiated Health Claims While Encouraging Real Scientific In-
novation to Reduce the Harm Caused by Tobacco Products.—For decades, tobacco
manufacturers have been marketing “light” and “low tar” products with claims that
these cigarettes are less risky, leading millions of consumers to switch to these prod-
ucts thinking they are actually reducing their risk of disease or that they were tak-
ing a first step toward quitting. The National Cancer Institute, the U.S. Surgeon
General and other credible scientific bodies have subsequently concluded that “light
and “low tar” products did not reduce the risk of disease and did deter millions of
smokers from quitting. Subsequent to the release of the scientific evidence dem-
onstrating that “light” and “low tar” products have not reduced the risk of disease,
tobacco companies have continued to mislead consumers and have come out with
new products whose advertising includes even more specific claims of reduced risk.

The absence of any regulatory body to review health claims has led to a public
health tragedy that has thwarted the well-intended personal efforts of tobacco users
who have attempted to reduce their risk of disease. This bill would address that
problem in a manner consistent with sound scientific standards. It requires FDA to
prevent unsubstantiated and unproven claims, while permitting a manufacturer
who produces a genuinely less hazardous product, and develops sound scientific evi-
dence of its impact, to responsibly make claims about any such innovative product.

This provision by itself has the potential to save many lives. Before a manufac-
turer can make a health claim for a product, the legislation simply requires that
manufacturer to demonstrate to FDA that the product significantly reduces the risk
of disease when compared to other tobacco products, and when used in the manner
a consumer will actually use the product. It also requires the manufacturer to show
that any public health benefit for individual users will not be offset by the harm
caused by marketing of the product resulting in increased tobacco use or decreased
cessation.

This section will benefit manufacturers who develop a genuinely safer product and
will adversely impact only those manufacturers who have been making unproven
claims or marketing their products in ways that encourage nontobacco users to start
or discourage potential users who would otherwise quit.

Concerns of Tobacco Product Retailers.—Convenience store owners have expressed
concerns about provisions in the bill, including those that require retailers to check
the ID of young persons seeking to purchase tobacco products. The youth access pro-
visions of the original FDA regulations in place from 1996 to 2000 were effective
in reducing illegal sales to youth. Congress appropriated funding for this program,
and FDA enforced the youth access restrictions, not by employing Federal agents,
but by contracting with State and local officials, such as health departments and
police departments. By 2000, the FDA had contracts with every State to conduct the
compliance checks and had an extensive outreach program that provided resources
and information to retailers. This was a program that was producing solid results
in reducing illegal youth access to tobacco in a manner sensitive to State and local
interests.

Although this bill does hold store owners responsible for illegal tobacco sales to
children, it establishes detailed procedures to protect retailers who diligently require
young people to show government-issued IDs, including procedural protections that
were not in place between 1996 and 2000. In addition, no fines are incurred until
repeated violations occur, and retailers are warned after the first violation that ad-
ditional compliance checks will be conducted. The only retailers who will be pun-
ished will be those who repeatedly sell tobacco to kids illegally.

Impact on FDA’s Ability to Regulate Food, Drugs, Devices and Other Products
Currently Under Its Jurisdiction.—We recognize that there are concerns about
FDA’s resources and whether it is successfully carrying out its current responsibil-
ities. The expectation is that FDA would create a new office and hire additional staff
to carry out the activities required by this legislation. The new responsibilities
would be funded through a user fee on the tobacco industry, so it would have no
impact on the funding provided to FDA to carry out its other important activities.
The user fees are allocated among the manufacturers of tobacco products sold in the
United States, based on the manufacturers’ respective shares of the entire U.S.-
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tobacco product market. Many of the groups that support this legislation care deeply
about the many important tasks of the FDA including drug and device approval and
the work the agency does to protect our food supply. But we also believe that a key
to improving the Nation’s health is reducing the harm caused by tobacco products.

Impact on Tobacco Companies.—Some tobacco companies have argued that this
bill will give an advantage to one tobacco manufacturer over others, claiming that
certain tobacco companies can more easily comply with stringent FDA regulations
and that industry leaders will benefit by the bill’s restriction of tobacco marketing.
Neither argument has any merit.

When the FDA sets safety standards for foods and drugs, its focus is on safety
and efficacy, not the size of the manufacturer or the impact on market share. For
those other products, the only manufacturers who are hurt are those who can’t meet
FDA'’s public health standards. This bill does the same for tobacco products and cre-
ates a level playing field for all manufacturers. The bill’s marketing restrictions are
also fair and balanced. Today, close to 90 percent of all new long-term smokers are
children. It is a strength of this legislation, not a weakness, that it provides a com-
prehensive attempt to restrict marketing that appeals to children. The tobacco in-
dustry claims its marketing is about brand competition among smokers; the indus-
try’s own documents and Judge Kessler’s decision last August reflects powerful evi-
dence that the industry’s advertising is a major contributor to tobacco use by youth.
What is of paramount importance to public health is the size of the overall market
for tobacco products, NOT the market share of any particular company. We believe
that this legislation will significantly reduce the number of people who use tobacco
and who become sick and die as a result.

State and Local Authority.—The legislation achieves a reasonable balance be-
tween Federal and State or local authority over tobacco. It allows the States to con-
tinue to regulate the sale, distribution, and possession of tobacco products and
would expand State authority to regulate tobacco product marketing. To ensure con-
sistent product standards nationally, however, the legislation reserves to the Fed-
eral Government the right to regulate the product itself, which is consistent with
the way the FDA regulates other products under its jurisdiction.

We believe that States and localities ought to be able to control the time, place
and manner of tobacco advertising in their communities, and this legislation will
allow them to do that for the first time in almost 40 years. The bill cuts back, but
does not fully eliminate, the exemption for the tobacco industry passed in 1969 as
part of the Federal Cigarette Labeling and Advertising Act. That act prevented the
States from regulating cigarette advertising, even purely local forms of cigarette ad-
vertising. The bill returns to State and local governments the ability to impose limi-
tations on the time, place and manner of marketing and advertising practices, but
not on the content of ads. The States already have this authority for smokeless to-
bacco products and other products regulated by FDA, and it has not created prob-
lems for the marketplace.

The sponsors of this legislation were careful to specifically make clear that the
legislation does not curtail any of the areas States have traditionally used to reduce
tobacco use. Under the legislation, State and local governments would continue to
be free to adopt measures regulating exposure to secondhand smoke; restricting
youth access to tobacco products; and enacting fire safety standards for tobacco
products. In short, the bill in no way restricts States from pursuing policies such
as smoke-free laws, tobacco taxes, fire-safe measures, age requirements, identifica-
tion checks, retailer licensing and fines, and other restrictions on the sale and dis-
tribution of tobacco products that have been instrumental in reducing tobacco use.
States would also be able to impose additional reporting requirements on tobacco
manufacturers (as Massachusetts, Texas and Minnesota have done) if there was any
information FDA was not getting or not sharing that a State thought would be use-
ful.

The bill does give the FDA exclusive authority in such areas as tobacco product
standards, pre-market approval, adulteration, misbranding, labeling, registration,
good manufacturing standards, or modified risk products. States could not establish
requirements in these areas. This approach is consistent with Federal law regarding
FDA regulation of drugs, devices, and food because it provides for a consistent na-
tional standard.

Permitting Cross Category Comparative Health Claims.—The bill permits the FDA
to authorize tobacco manufacturers of one type of tobacco product to make health
claims comparing the risks of its tobacco to other forms of tobacco products, but only
if the manufacturer has presented sufficient scientific evidence that the advertised
product is indeed safer and will reduce the user’s risk of disease—in this regard,
the bill is explicit. There has been a debate about whether the use of smokeless to-
bacco by committed, addicted smokers who can’t or won’t quit can be a useful harm
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reduction strategy. This bill sets the scientific standard for FDA making such a de-
termination, but doesn’t prejudge the scientific result. If a smokeless tobacco manu-
facturer provides the FDA with adequate scientific evidence that a specific product
or group of products is less hazardous than a cigarette product and will reduce the
risk of disease among certain tobacco users, FDA is authorized to permit the smoke-
less manufacturer to make an approved claim. However, in making such a deter-
mination, FDA is required to consider the population-wide impact of permitting such
claims, including the impact of any claims on the number of smokers who would
otherwise quit using tobacco altogether and the number of people who begin using
tobacco products.

Limitations on FDA’s Authority Over Tobacco Growers and Leaf Tobacco.—The
bill contains a number of specific prohibitions against the exercise of FDA authority
on tobacco farms. The bill establishes FDA authority over tobacco manufacturers
and their products and prohibits FDA from regulating leaf tobacco. Even FDA’s
standard-setting authority is limited to standards for manufactured tobacco prod-
ucts. Many tobacco growers believe American producers, much more easily than
their foreign competitors, will be able to swiftly produce the quality tobacco leaf
manufacturers require, and that consequently the legislation may provide American
growers with a comparative advantage over foreign competition.

CONCLUSION

Mr. Chairman, in summary, the Campaign strongly suports this bill, and we firm-
ly believe that it will help protect our kids from tobacco companies and their deadly
products and deceptive advertising. It will help more adult tobacco users to quit,
and it will greatly benefit the public health of the Nation.

The CHAIRMAN. Thank you. You're an old friend and I'm de-
lighted to have you testifying today.
Dr. Huerta.

STATEMENT OF DR. ELMER HUERTA, M.D. M.P.H., PRESIDENT,
AMERICAN CANCER SOCIETY, WASHINGTON, DC

Dr. HUERTA. Good morning, Mr. Chairman. Good morning distin-
guished members of this committee and thank you very much for
allowing me to testify this morning.

I am Dr. Elmer Huerta. I am the incoming President of the
American Cancer Society and Director of the Cancer Preventorium
at the Washington Hospital Center here in Washington, DC.

As a physician and researcher who specializes in cancer preven-
tion and the screening among the medically underserved, I see
firsthand the toll tobacco takes on our country and the benefits of
prevention in combating cancer.

On behalf of the more than 28 million volunteers and supporters
of the American Cancer Society and its sister organization, the
American Cancer Society Cancer Action Network, I thank you, Mr.
Chairman, again and your committee for inviting me this morning.

The need for FDA regulation of tobacco is great and its benefits
are clear. The tobacco industry made voluntary promises as part of
the Master Settlement Agreement that it would stop marketing to
children. Those promises have been broken. Our children have
been left unprotected and the tobacco industry is taking advantage
of that loophole in sinister fashion.

Indeed, the most popular cigarettes among children are the most
heavily advertised brands—Marlboro, Camel and Newport.

How does it happen? Here are five ways. First, the MSA did not
place any restrictions on advertising in print media such as maga-
zines. In fact, cigarette advertising in youth-oriented magazines ac-
tually increased in the 2 years after the MSA.
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Second, the MSA did not limit or restrict in-store tobacco adver-
tising, knowing that 75 percent of teens visit a convenience store
at least once a week. The cigarette companies increased their ad-
vertising and promotion in and around these stores.

Third, while the MSA banned large billboards, it permitted out-
door signs up to 14 square feet in size, even if it is placed right
next to schools or playgrounds.

Fourth, the MSA lacks a quick and effective mechanism for iden-
tifying violations and compelling industry compliance.

Finally and most importantly, the MSA did not establish an en-
forceable system and comprehensive set of rules to restrict or elimi-
nate all the major tobacco advertising and marketing tools that
have the greatest influence on our children.

Because the tobacco companies remain unregulated and un-
checked, they have circumvented the limited other tightened re-
strictions placed on them by the 1998 MSA and continue to target
children.

Two recent examples include Brown and Williamson’s Kool Mixx
campaign and RJ Reynolds candy-flavored cigarettes. The Kool
Mixx campaign focused its marketing images around music and
hip-hop, which is particularly appealing to African American and
Latino youth. The campaign included 14 music concerts, a DJ com-
petition and special themed packs of cigarettes. In 2004, RJ Rey-
nolds introduced flavored cigarettes such as Twista Lime and Win-
ter Mochamint, using colorful graphics and scratch and sniff mar-
keting tactics in both cases.

The State Attorney Generals asserted that tobacco companies
had violated the MSA by targeting youth through their advertising
and promotions.

This legislation introduced by you, Mr. Chairman and Senator
Cornyn, would provide FDA with the authority and resources to ef-
fectively regulate tobacco products. The FDA would be authorized
to restrict tobacco advertising and promotions, especially those tar-
geted at children as evidenced in the examples stated previously.
In addition, it would require the tobacco companies to disclose the
ingredients of tobacco products and smoke constituents, prohibit
unsubstantiated health claims about so-called reduced risk prod-
ucts and require larger and more informative health warnings on
tobacco products, among other measures.

Last year, in a Department of Justice case against the tobacco
companies, U.S. District Court Judge Gladys Kessler concluded,
knowing that advertising and promotion has stimulated the de-
mand for cigarettes, defendants use their knowledge of young peo-
ple gained through tracking youth behavior and preferences in
order to create marketing campaigns, including advertising, pro-
motion and couponing that would appeal to youth in order to stim-
ulate youth smoking initiation and to ensure that young smokers
would select their brands.

Just this year, RJ Reynolds introduced a new version of its com-
mon brand of cigarettes specifically designed to appeal to women
and girls. These new packs are laced in hot pink and teal. Ads in-
clude the slogans such as Light and Luscious. Shockingly, the in-
dustry is targeting women and girls at a time when lung cancer is
the No. 1 killer of women.
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Mr. Chairman, we think that these regulations in the bill intro-
duced today are extremely important for the public health for the
people and I would just say, with all due respect, Senator Burr,
that the status quo only favors the tobacco industry. Thank you
very much.

[The prepared statement of Dr. Huerta follows:]

PREPARED STATEMENT OF ELMER HUERTA, M.D., M.P.H.

I am Dr. Elmer Huerta, incoming President of the American Cancer Society and
Director of the Cancer Preventorium at the Washington Hospital Center. As a phy-
sician and researcher who specializes in cancer prevention and screening among the
medically underserved, I see firsthand the toll tobacco takes on our country and the
benefits of prevention in combating cancer. On behalf of the more than 28 million
volunteers and supporters of the American Cancer Society and its sister advocacy
organization the American Cancer Society Cancer Action Network, I thank you, Mr.
Chairman, and your committee colleagues for inviting me to testify today regarding
the need for providing the Food and Drug Administration with meaningful authority
over tobacco products as is found in S. 625 introduced by you, Senator Kennedy, and
Senator John Cornyn.

As you know, the American Cancer Society is the nationwide, community-based
voluntary health organization dedicated to eliminating cancer as a major health
problem by preventing cancer, saving lives and diminishing suffering from cancer,
through research, education, advocacy and service. In 2001, the Society created its
sister organization, the American Cancer Society Cancer Action Network, referred
to as ACS CAN, to more aggressively fight cancer through advocacy. Conquering
cancer is as much a matter of public policy as scientific discovery, so building on
the more than 90 years of excellence of the Society, ACS CAN serves as the lobbying
arm and force necessary to push for legislative changes at the local, State and na-
tional levels.

The Society and ACS CAN have established aggressive goals to reduce cancer in-
cidence and mortality—goals that we are pursuing with the cooperation and collabo-
ration of the public, private, and nonprofit sectors. We know from data and scientific
evidence that one of the key steps to achieving an accelerated reduction in cancer
incidence and mortality is tobacco control—especially when it comes to children—
through meaningful regulation of tobacco products and effective cessation programs
that will help those currently addicted to quit.

The need for FDA regulation of tobacco is great. We're talking about an industry
that sells and markets deadly products and does so without any accountability. In
fact, tobacco products are the only consumable product not regulated by the FDA.
’ghis leaves consumers uninformed about tobacco products’ ingredients and health

angers.

The benefits of FDA regulation are clear. FDA regulation will help us to combat
the vicious marketing practices of a deceptive industry that has preyed upon our
children, minorities, and existing smokers who are desperately trying to kick their
habit. FDA regulation will protect these groups, and in the process it will help re-
duce what can only be considered disturbing disparities in cancer rates and death
rates. Stated simply, FDA regulation will save lives.

We are at a huge disadvantage when it comes to combating the deceptive mar-
keting practices and false health claims made by the tobacco industry. Mr. Chair-
man, over the years, the public health community and the public at large have
worked hard at all levels of society to combat this Nation’s deadly addiction. How-
ever, our efforts simply have not been strong enough. Voluntary guideline promises
by industry have not worked and cannot be enforced. We all agree, Federal regula-
tion of tobacco is absolutely necessary and now is the time for Congress to act.

Under your leadership, we have come close several times to passing this crucial
piece of legislation. In 1998, we took a small step closer to regulation of the tobacco
companies with the Master Settlement Agreement. The Agreement set a promise
from the tobacco industry to the States that marketing to children would cease. But
it was just a promise. The restrictions on cigarette marketing to children outlined
in the MSA do not sufficiently restrict the companies’ marketing practices. Instead,
the MSA has changed the companies’ public relations strategies so that the decep-
tive practices aimed at creating a new generation of smokers continues. In an at-
tempt to burnish their public image as “good partners” seriously working to imple-
ment the spirit of the MSA, they have even initiated ineffective and sometimes
harmful youth anti-tobacco campaigns.
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Despite the MSA provision that the tobacco companies cannot “take any action,
directly or indirectly, to target youth in the advertising, promotion or marketing of
tobacco products,” tobacco companies’ marketing and promotion continue to have a
direct impact on children. There are five ways in which the MSA is not strong
enough. First, the MSA did not place any restrictions on advertising in print media,
such as magazines. In fact, cigarette advertising in youth-oriented magazines actu-
ally increased in the 2 years after the MSA. It took R.J. Reynolds to be found guilty
of directly marketing to children in 2002 before they decreased their magazine ad-
vertising that reached children. Second, the MSA did not limit or restrict in-store
tobacco advertising. Knowing that 75 percent of teens visit a convenience store at
least once a week, the cigarette companies increased their advertising and pro-
motions in and around retail stores, such as convenience stores. Third, while the
MSA banned large billboards, it permitted outdoor or outdoor-facing signs up to 14
square feet on the properties of businesses that sell tobacco products, even if those
properties are right next to schools or playgrounds. Fourth, the MSA lacks a quick
and effective mechanism for identifying violations and compelling industry compli-
ance. And finally and most importantly, the MSA did not put into place an enforce-
able system and comprehensive set of rules to restrict or eliminate all the major to-
gacco advertising and marketing tools that have the greatest influence on our chil-

ren.

Because the tobacco companies remain unregulated and unchecked, they have
been able to circumvent the limited advertising restrictions placed on them by the
1998 Master Settlement Agreement, continuing to target children and have even in-
creased their marketing expenditures by 125 percent since the MSA. Worse still, the
tobacco industry is spending more than ever before to market its deadly products.
In 2003, the most recent year data are available, the cigarette companies spent
$15.1 billion, or more than $41 million a day, on marketing their products. Again
and again, the tobacco companies have proven to us they will manipulate the sys-
tem to encourage the uptake of smoking and keep current smokers from quitting
by introducing new products and using creative marketing tactics, particularly
aimed at children and other vulnerable populations. FDA regulation of tobacco is
vital to control this rogue industry and to protect our most vulnerable members of
society.

This is an industry that cannot be trusted. Last year, in the Depart of Justice
case against the tobacco companies, U.S. District Court Judge Gladys Kessler con-
cluded:

“Knowing that advertising and promotion stimulated the demand for ciga-
rettes, Defendants used their knowledge of young people, gained through track-
ing youth behavior and preferences, in order to create marketing campaigns (in-
cluding advertising, promotion, and couponing) that would appeal to youth, in
order to stimulate youth smoking initiation and to ensure that young smokers
would select their brands.”

The tobacco industry has demonstrated time and again that, if left to its own de-
vices, it will falsely market its deadly products to our children, portraying this dead-
ly addiction as glamorous and cool. In its March 2000 ruling, the U.S. Supreme
Court found that tobacco use is “one of the most troubling public health problems
facing our Nation.” The industry continues to lure in new customers through its se-
ductive advertising campaigns and price discounting, which has been proven to
greatly affect the uptake of smoking by children.

Researchers and the tobacco companies alike know how great a role marketing
plays in children’s uptake of tobacco use. Numerous studies have shown that chil-
dren are three times more sensitive to tobacco advertising than adults. The most
popular cigarettes among children are the most heavily advertised brands—Marl-
boro, Camel and Newport. Research tells us that children are more likely to be in-
fluenced to smoke by cigarette marketing than by peer pressure and one third of
tobacco use experimentation by children is attributable to tobacco advertising and
promotions. The tobacco companies know this and use this information to target
children.

The most recent effort by the tobacco industry to entice children into smoking has
been the introduction of candy flavored cigarettes into the market in 2004. R.J. Rey-
nolds introduced flavors such as Twista Lime and Winter MochaMint, using colorful
graphics and “scratch and sniff” marketing tactics. In 2005, the States’ Attorneys
General asserted that R.J. Reynolds had violated the 1998 Master Settlement
Agreement by targeting youth through its advertising and promotion of flavored
cigarettes. As stated by Attorney General Eliot Spitzer,

“Selling candy, fruit and sweetened alcohol flavored cigarettes is downright
irresponsible, given the appeal of these products to youth. This result reflects
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a recognition that the Attorneys General, together with the public health com-
munity, will not tolerate Reynolds’ shameful ploys to introduce our children to
smoking and to lure them into a lifetime of addiction to its deadly products.”

This once again reminds us of the deceptive tactics the industry will continue to
make to attract children to smoking and the desperate need for FDA regulation. It’s
a shameful reality, but it’s just that—reality.

The industry also specifically targets minority youth. Brown and Williamson in-
troduced its own version of flavored cigarettes as part of its Kool Mixx campaign.
The Kool Mixx campaign focused its marketing images around music and hip-hop,
which is particularly appealing to African American and Latino youth. The Kool
Mixx campaign included 14 music concerts around the country and a DJ competi-
tion, as well as special-themed packs of cigarettes with cartoons displayed on them.
In addition, Brown and Williamson placed advertisements in publications popular
with Latino youth, including Latina and Cosmoplitan en Espanol. The slogans used
in these ads included “It’s about old world class and new world style” and “It’s about
pursing your ambitions and staying connected to your roots,” aimed at appealing to
the aspirations of ethnic minorities. The States’ Attorneys General found the indus-
try in violation of the 1998 Master Settlement Agreement, by using the Kool Mixx
campaign to target youth, proving once again that the tobacco industry is incapable
of regulating itself.

Brown and Williamson is not alone. Other tobacco companies have also specifi-
cally targeted minority populations. In 1999 and 2000, Philip Morris started a mag-
azine ad campaign for Virginia Slims using the slogan “Find Your Voice.” The ads
targeted women and girls, featuring Latinos and other ethnic women, suggesting
that independence and allure could be found by smoking. As recent as 2 weeks ago,
R.J. Reynolds introduced a new version of its Camel brand cigarettes, specifically
designed to appeal to women and girls. The pack of cigarettes is laced in hot pink
and teal and the ads include slogans such as “light and luscious.” Amazingly, the
industry is increasing its attractiveness to women and girls at a time when lung
cancer 1s the No. 1 cancer killer of women.

FDA regulation presents our country with an historic opportunity to protect all
Americans from tobacco addiction, especially our children. This legislation is a crit-
ical step toward reducing health care disparities, as tobacco-related cancers remain
disproportionately high among lower-income and minority communities. Because
these groups have been repeatedly targeted by the tobacco industry, they unfairly
carry a greater weight of the health and economic burden tobacco has on our Na-
tion. I know from my experience as a doctor that prevention is effective at improv-
ing the health and well-being of people, but that minority groups and low-income
populations do not have the same access to health programs, such as cessation serv-
ices, as others do. This once again gives the tobacco industry the unfair advantage.
Tobacco use is the most preventable cause of death and disease in this country and
granting the FDA authority over tobacco products is the key prevention measure
that is missing in this Nation in order to reduce tobacco’s deadly toll.

Some minority and ethnic groups and the medically underserved suffer from a dis-
proportionate burden of cancer and disease. Similarly, large differences in tobacco
use exist in the United States. For example, currently, smoking prevalence is 37.5
percent among American Indian/Alaska Native men, 26.7 percent among African-
American men, and 24 percent among white men. This leads to marked differences
in tobacco-related cancer deaths among different groups within the population. This
year, it is expected that the rate of lung and bronchus cancer deaths for white males
will be 73.8 per 100,000 while for African Americans it will be 98.4 per 100,000.
Lung cancer death rates for women have increased by at least 150 percent in the
last two decades alone and have yet to go down.

We have made real progress on the cancer front. For the second straight year,
we have seen a decrease in cancer deaths large enough to outpace the aging and
growth of the U.S. population. These declines can be attributed in part to smoking
cessation and other preventive efforts, such as earlier and better cancer screenings.
Mortality rates from lung cancer in men decreased by about 1.9 percent per year
from 1991 and 2003. We have also seen a decrease in the incidence of lung cancer
in men, from a high of 102 cases per 100,000 in 1984 to 78.5 cases in 2003.

Despite the significant gains we have seen in decreasing overall cancer incidence
and mortality rates, approximately 1.4 million Americans still will be diagnosed
with cancer this year and more than 550,000 will lose their battle with the disease,
costing more than $206 billion in direct and indirect health care costs. While we are
encouraged by the overall decreased mortality from cancer, we have to recognize
that death rates from lung cancer in women have not yet declined.

The health consequences from tobacco go beyond cancer and have an enormous
health and economic impact on our Nation. Tobacco use is responsible for nearly one
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in five deaths in the United States—a needless and tragically preventable loss of
more than 400,000 American lives each year. Tobacco kills more Americans than
AIDS, drugs, alcohol, car accidents, homicides, suicides, and fires combined. More
than 30 percent of all cancer deaths, 80 percent of chronic obstructive pulmonary
disease deaths, 21 percent of coronary heart disease deaths and 18 percent of stroke
deaths are attrlbutable to smoking and tobacco use. And sadly, we are starting to
see the progress we’ve made in reducing youth smoking initiation slip away. Over-
all, tobacco costs our Nation over $96 billion in direct health care costs annually,
and an additional $97 billion in lost productivity.

While we have made progress on some fronts of the fight against tobacco addic-
tion, the enormous number of preventable deaths from tobacco tells us how impor-
tant FDA regulation of these products is now. Deaths from tobacco can be prevented
if our Nation seriously and comprehensively addresses tobacco and makes a long-
term investment in a sustained campaign to prevent tobacco-related disease and
death, which includes Federal legislation to regulate an industry that has evaded
regulation for decades.

This legislation introduced by you, Mr. Chairman, and Senator Cornyn would pro-
vide the FDA with the authority and resources to effectively regulate the manufac-
turing, marketing, labeling, distribution and sale of tobacco products. The FDA
would then be authorized to restrict tobacco advertising and promotions, especially
those targeted at children, including banning candy-flavored cigarettes. It would
also require the tobacco companies to disclose the ingredients of tobacco products
and smoke constituents. The FDA would have the authority to prohibit unsubstan-
tiated health claims about so-called “reduced risk” products, and require larger and
more informative health warnings on tobacco products, among other measures.

The American Cancer Society and ACS CAN hope the introduction of your and
Senator Cornyn’s bill will encourage Congress to act now to grant the FDA author-
ity to stop the tobacco industry’s harmful and deceptive practices, before more chil-
dren become addicted and more people die prematurely because of tobacco-caused
disease. The Society and ACS CAN urge policymakers to take action to ensure that
disparities in tobacco use and the associated adverse health outcomes are addressed.
We have prioritized the reduction and elimination of the unequal burden of cancer
as a top nationwide priority. As part of meeting this challenge, the Society is work-
ing at all levels of the organization to advance policies and programs that work to
reducg health disparities among minority and ethnic populations and the under-
served.

Mr. Chairman, on behalf of the Society and ACS CAN’s nationwide volunteers and
staff, again thank you for your ongoing leadership on tobacco issues and for pro-
viding us this opportunity to discuss with you and your colleagues the importance
of Federal regulation of tobacco products. The need for FDA authority over tobacco
products has never been greater. The Nation’s deadliest consumer product must not
continue to be unregulated. Mr. Chairman and members of the committee, we look
forward to working with you and your colleagues to address this issue. We stand
ready to join with you to protect our children from tobacco use and to help those
currently addicted to quit.

The CHAIRMAN. Dr. Land, we want to welcome you and thank
you very much for joining with us today and we know you’ve got
an important message.

STATEMENT OF RICHARD LAND, D.PHIL., PRESIDENT, THE
ETHICS AND RELIGIOUS LIBERTY COMMISSION OF THE
SOUTHERN BAPTIST CONVENTION, NASHVILLE, TN

Mr. LAND. Thank you, Senator. Good morning, Mr. Chairman,
Senator Enzi and members of the committee. I'm Richard Land,
President of the Southern Baptist Convention’s Ethics and Reli-
gious Liberty Commission. The Southern Baptist Convention is the
Nation’s largest Protestant denomination with more than 16 mil-
lion members worshiping in nearly 44,000 autonomous local con-
gregations with a physical presence in 99 percent of the counties
of the United States.

The Ethics and Religious Liberty Commission is the official
Southern Baptist entity charged by the Southern Baptist Conven-
tion to speak to our Nation’s moral, cultural and religious liberty
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issues. I appreciate this opportunity to testify in favor of S.625,
The Family Smoking Prevention and Tobacco Control Act, life sav-
ing legislation to authorize the Food and Drug Administration to
regulate tobacco products. We have made the enactment of this to-
bacco legislation one of our top legislative priorities for the 110th
Congress. This is an idea whose time has come.

Southern Baptists have strongly opposed the tobacco industry for
a long time. We have a book containing all the resolutions passed
by the Southern Baptist Convention in our offices in Nashville and
Washington. I perused them before this testimony, Senator, and I
found that—and these are just the resolutions that call for control,
regulation, and restriction on the tobacco industry. There are about
a dozen more that call upon Southern Baptist to refrain from the
use of tobacco but the ones that actually call for action—2005,
1988, 1984, 1973, 1969, 1964—strongly commending the Surgeon
General’s report, the first opportunity the Convention had to do
s0—1937, 1933, and 1932. Interestingly, the 1984 resolution called
upon Southern Baptists who grew tobacco to switch to another crop
if at all feasible, to minimize the availability of this product.

I'm also here as a representative of a broad-based coalition of
faith leaders known as Faith United Against Tobacco. Since it was
founded in 2002, Faith United Against Tobacco has grown to in-
clude over 20 national faith denominations and organizations. In
addition to the Ethics and Religious Liberty Commission of the
Southern Baptist Convention, this coalition includes the General
Board of Church and Society of the United Methodist Church, the
National Council of Churches in Christ, the Presbyterian Church
USA, the Commission on Social Action and Reform Judaism, the
Seventh Day Adventists, the American Region of the World Seat
Council and the Islamic Society of North America.

Just yesterday, 24 national faith leaders from our coalition sent
a letter to every member of the U.S. Senate and House of Rep-
resentatives, urging support for the FDA legislation. As you can
see, the signers of this letter represent very diverse groups, includ-
ing Christian, Jewish, Muslim and Seek Faith Traditions, whose
members include many tens of millions of Americans from every
part of the country.

We all know the terrible statistics about the toll of tobacco on our
families. Over 400,000 Americans die every year from tobacco
caused illnesses. Hundreds of thousands of others suffer every year
from tobacco caused illnesses, such as lung cancer and heart dis-
ease.

I have too many relatives, personally, particularly paternal un-
cles who have had their lives tragically shortened by their addic-
tion to nicotine. Millions of Americans have had their lives snuffed
out before their time, often in their prime, at the peak of their ca-
reers, with a spouse and children at home, with many other re-
sponsibilities and joys before them.

The Southern Baptist Ethics and Religious Liberty Commission
and the other faith groups in the coalition join America’s public
health community in viewing FDA regulation of tobacco as a criti-
cally needed tool to reduce tobacco use.

This legislation would allow the FDA to prevent tobacco compa-
nies from adding ever more deadly and addictive ingredients, re-
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quire larger and more informative health warnings, prohibit candy-
flavored cigarettes, prevent tobacco sales to under-aged children
and limit advertising and promotion of tobacco products that lure
children into a deadly habit. Like many of you, we find it incredible
that the FDA can ensure the safety of everyday items like cold
medicines, cookies and even dog food but has no authority over to-
baﬁ:co, a product that causes more preventable deaths than any
other.

Faith leaders are not asking for a ban on tobacco products or
even that they be treated differently than other items. We are sim-
ply asking that tobacco products be subject to the same common-
sense rules that apply to other products. We want to level the play-
ing field. Why should manufacturers of cessation products that
help people quit smoking be subject to FDA regulation but not the
products that kill over 400,000 Americans every year? No one
wants too much government regulation. What we are asking for is
not overly burdensome. It would simply assure the protection of
consumers, particularly our children. There is a broad consensus in
the faith community, both conservative and liberal, that this prod-
uct must be regulated and that is why we support this bill.

We also support it for moral reasons. While each person bears re-
sponsibility whether he or she chooses to engage in tobacco use, re-
sponsibility also falls upon those in authority who have the power
to end tobacco deception and significantly reduce the illness and
the death that it can produce. My faith tradition teaches me that
it is morally wrong to know the good that should be done and not
do it. I also believe it is morally wrong to leave the most impres-
sionable among us, our children, unprotected from the tobacco en-
ticements that confront them. So I believe that those who are
called to positions of leadership and power have a moral imperative
to safeguard the men, women and children of our country from fall-
ing into the pitfalls of tobacco use.

The members of the Faith United Against Tobacco Coalition be-
lieve the U.S. Congress must do a better job of protecting our chil-
dren from tobacco addiction and the suffering of tobacco-caused ill-
ness and death. As political leaders, you have a moral obligation
to act, to protect our children and families. You have the means to
curb the cycle of allurement and addiction of disease and death
calased by tobacco. We believe you owe to the families of America
to do so.

So we urge you to act quickly to enact this legislation, to provide
the Food and Drug Administration authority to regulate tobacco
{)lroducts. I also have the copies of these resolutions that I'd like to

ave

The CHAIRMAN. They will be included as part of the record.

Mr. LAND. Thank you.

[The prepared statement and resolutions submitted by Mr. Land
follow:]

PREPARED STATEMENT OF RICHARD LAND, D.PHIL.

Good morning, Mr. Chairman, Senator Enzi, and members of the committee. I am
Dr. Richard Land, President of the Southern Baptist Convention’s Ethics & Reli-
gious Liberty Commission. As you are aware, the Southern Baptist Convention is
the Nation’s largest non-Catholic denomination, with more than 16 million members
worshipping in nearly 44,000 autonomous local congregations, with a presence in 99
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percent of the counties of the United States. The Ethics & Religious Liberty Com-
mission is the official Southern Baptist entity charged by the Southern Baptist Con-
vention to speak to our Nation’s moral, cultural, and religious liberty issues.

I appreciate this opportunity to testify in favor of S. 625, the Family Smoking Pre-
vention and Tobacco Control Act, life-saving legislation to authorize the Food and
Drug Administration (FDA) to regulate tobacco products. We have made enactment
of the tobacco legislation, introduced by Senators Kennedy and Cornyn and Rep-
resentatives Waxman and Davis, one of our top legislative priorities for the 110th
Congress. This is an idea whose time has come, and, on behalf of most Southern
Baptists, I strongly urge you to take action now and enact this important legisla-
tion.

I am also here as a representative of a broad-based coalition of faith leaders
known as Faith United Against Tobacco. Since it was founded in 2002, Faith United
Against Tobacco has grown to include over 20 national faith denominations and or-
ganizations. In addition to the Ethics & Religious Liberty Commission of the South-
ern Baptist Convention, this coalition includes the General Board of Church and So-
ciety of the United Methodist Church, the National Council of Churches in Christ,
the Presbyterian Church (USA), the Commission on Social Action of Reform Juda-
ism, the Seventh-day Adventists, the American Region of the World Sikh Council,
and the Islamic Society of North America. Other broad-based groups, such as
Church Women United and the Health Ministries Association, which represents
thousands of faith community nurses across the country, have also joined Faith
United Against Tobacco.

In addition to our national effort to convince Congress to enact the FDA regula-
tion of tobacco legislation now before you, Faith United Against Tobacco has worked
successfully across the country to enact tobacco control measures such as increased
tobacco taxes, full funding of tobacco prevention programs, and smoke-free work-
place legislation. In Indiana in 2005, for example, there was a very serious effort
to dramatically cut funding for that State’s landmark tobacco control program. A
group of faith leaders, led by United Methodists, Southern Baptists, and faith com-
munity nurses, formed the Hoosier Faith and Health Coalition and took the lead
in preventing these cuts from happening, which has saved many Hoosiers, particu-
larly children, from tobacco addiction. Similar collaborations exist in other States,
including Alabama, Kentucky, New Jersey, North Carolina, Ohio, and Texas. You
can learn more about the history and accomplishments of Faith United Against To-
bacco at www.faithunitedagainsttobacco.org.

Our focus at the Federal level has always been on enacting legislation to give the
FDA authority over tobacco products. Just yesterday, 24 national faith leaders from
our coalition sent the attached letter to every Member of the U.S. Senate and House
of Representatives, urging support for the FDA legislation. As you can see, the sign-
ers of this letter represent very diverse groups, including Christian, Jewish, Muslim,
and Sikh faith denominations, whose members include many tens of millions of
Americans from every part of the country. I think it is also important to note that
the 24 leaders who signed this letter are often on opposite sides of other very impor-
tant social and political issues. But we are united in our desire to reduce smoking,
especially among children, and in our commitment to the enactment of legislation
authorizing the FDA to regulate tobacco products.

We all know the terrible statistics about the toll of tobacco on our families—over
400,000 Americans die every year from tobacco-caused illnesses; hundreds of thou-
sands of others suffer every year from tobacco-caused illnesses such as lung cancer
and heart disease; and every day over 1,000 of our children become addicted to this
deadly product. For us in the faith community, these statistics are especially tragic
because every day we must bury mothers, fathers, sisters, and brothers who die
early from preventable deaths caused by tobacco addiction that, more often than
not, began at a young age. We, then, are left with the task of trying to comfort their
grieving survivors. I speak this morning from personal experience. I have sought not
only to bring comfort to families and individuals, but to find comfort for my own
loss.

I have too many relatives, particularly paternal uncles, who have had their lives
tragically shortened by their addiction to nicotine. One uncle, who died in his late
forties from lung disease, horribly exacerbated by smoking, still smoked even when
reduced to carrying a portable oxygen supply with him wherever he went in his
final months. He was literally a fire hazard to those around him. I am grateful that
both my father and my mother, once heavy smokers, were able with much difficulty
to break their tobacco habit in their late fifties. And thus, they are still with us at
84 and 82, respectively. If they had not quit smoking, they would both be long dead
by now, a fact they readily acknowledge. They would have missed their five grand-
children’s graduation from college, if not high school, and three of their grand-
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children’s weddings. Other children have not been as fortunate as I have been. They
lost their parents prematurely to that ferocious killer, tobacco.

Millions of Americans have had their lives snuffed out before their time, often in
their prime—at the peak of their careers, with a spouse and children at home, and
with many other responsibilities and joys before them. The families of America must
not continue to be lured toward futures of incomplete chapters. Men and women de-
serve to know the toxic chemicals rolled into every cigarette. Young sons and daugh-
ters deserve to enjoy their youth without being confronted with tobacco marketing
tailored to their age.

Like the many Members of Congress from both parties and across the political
spectrum who are cosponsoring this legislation, the Southern Baptist Ethics & Reli-
gious Liberty Commission and the other faith groups in the coalition join America’s
public health community in viewing FDA regulation of tobacco as a critically needed
tool to reduce tobacco use. This legislation would allow the FDA to prevent tobacco
companies from adding even more deadly and addictive ingredients; require larger
and more informative health warnings; prohibit candy-flavored cigarettes; prevent
tobacco sales to underage children; and limit advertising and promotion of tobacco
products that lure children into a deadly habit. Like many of you, we find it incred-
ible that the FDA can ensure the safety of everyday items like cold medicines, cook-
ies, and even dog food, but has no authority over tobacco, a product that causes
more preventable deaths than any other.

Faith leaders are not asking for a ban on tobacco products or even that they be
treated differently than other items. We are simply asking that tobacco products be
subject to the same commonsense rules that apply to other products. We want to
level the playing field. Why should manufacturers of cessation products that help
people quit smoking be subject to FDA regulation but not the products that kill over
400,000 Americans every year? No one wants too much government regulation.
What we are asking for is not overly burdensome; it would simply assure the protec-
tion of consumers, particularly our children. There is broad consensus in the faith
community, both conservative and liberal, that this product must be regulated, and
that is why we support this bill.

We also support this bill for moral reasons. My faith tradition informs me that
our bodies are gifts from God and, therefore, should be treasured and treated with
dignity. This means we should refrain from engaging in activities or abusing sub-
stances that pose grave threats to our health. Tobacco is one such substance. While
each person bears responsibility for whether he or she chooses to engage in tobacco
use, responsibility also falls upon those in authority, who have the power to end to-
bacco deception and significantly reduce the illness and death that it can produce.
My faith tradition teaches me that it is morally wrong to know the good that should
be done and not do it. I also believe that it is morally wrong to leave the most im-
pressionable among us, our children, unprotected from the tobacco enticements that
confront them. And so, I believe that those who are called to positions of leadership
and power have a moral imperative to safeguard the men, women, and children of
our country from falling into the pitfalls of tobacco abuse.

I find it unconscionable that Congress, knowing the deadly effects of tobacco use,
continues to leave tobacco companies virtually unchecked, left to use their own dis-
cretion to determine what carcinogenic chemicals to include in their products. I find
it unconscionable that Congress, knowing that the overwhelming majority of adult
smokers began their habit as minors, would do nothing more than call unfortunate
the tobacco companies’ marketing targeted at children.

Almost 10 years ago, in 1998, Congress debated comprehensive tobacco control
legislation but failed to enact anything. In 2004, the Senate overwhelming passed
legislation virtually identical to S. 625, but it was killed in a conference committee.
Throughout this time tobacco companies have continued to spend billions of dollars
every year marketing their deadly products to children and, as a result, far too
many high school students smoke and far too many people will die prematurely
from tobacco-caused diseases.

The Ethics & Religious Liberty Commission of the Southern Baptist Convention
and all other members of Faith United Against Tobacco believe that the U.S. Con-
gress must do a better job of protecting our children from tobacco addiction and the
suffering of tobacco-caused illness and death. As political leaders, you have a moral
obligation to act to protect our children and families. You have the means to curb
the cycle of allurement and addiction, of disease and death, caused by tobacco. You
owe 1t to the families of America to do so. We, therefore, urge you to act quickly
to enact S.625, bipartisan legislation to provide the Food and Drug Administration
authority to regulate tobacco products.

Mr. Chairman, Senator Enzi, and other members of the committee, I thank you
for permitting me to testify this morning. I will be happy to entertain any questions.
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RESOLUTION OF REDUCING TEEN SMOKING (JUNE 2005)

WHEREAS, Human beings are created in the image of God (Genesis 1:26-27); and

WHEREAS, Being created in the image of God endows humans with great dignity
and inestimable worth; and

WHEREAS, More than four hundred thousand Americans die every year from to-
bacco-caused diseases; and

WHEREAS, Every day in our Nation, five thousand children under the age of
eighteen, including adolescents of childbearing age, smoke their first cigarette; and

WHEREAS, Every day in our Nation, two thousand children become regular daily
smokers, one-third of whom will die prematurely as a result of tobacco-caused dis-
eases; and

WHEREAS, Approximately one out of five pregnant teenagers passes the risks of
smoking on to her baby directly or through exposure to secondhand smoke; and

WHEREAS, Preventing and reducing smoking and other tobacco use among teen-
agers and other children requires a strong commitment from a broad, diverse range
of organizations and individuals concerned about our Nation’s youth and public
health; and

WHEREAS, According to the American Cancer Society and other national health
organizations, one of the most effective ways to reduce smoking and other tobacco
use, particularly among adolescents, is to raise the price of cigarettes, smokeless to-
bacco, and other tobacco products through tax increases; now, therefore, be it

RESOLVED, That the messengers to the Southern Baptist Convention meeting in
Nashville, Tennessee, June 21-22, 2005, commit to add our efforts to those of such
national organizations as the American Cancer Society, American Heart Association,
Campaign for Tobacco-Free Kids, and the American Lung Association to work to re-
duce tobacco use, especially among teens; and be it further

RESOLVED, That we encourage our churches to redouble their efforts to educate
our youth about the dangers of tobacco use; and be it further

RESOLVED, That we applaud those jurisdictions that have helped reduce teen
smoking with substantial tax increases on tobacco products; and be it finally

RESOLVED, That we commit ourselves to seek ways, through personal efforts
and coalitions, to become more involved in our communities and States to prevent
and reduce smoking and other tobacco use, especially among teens.

RESOLUTION ON EXPORTATION OF ALCOHOL AND TOBACCO (JUNE 1988)

WHEREAS, The United States Government is actively pursuing export markets
for alcohol and tobacco industries; and

WHEREAS, The alcohol and tobacco industries are making profits at the expense
of the health of those who consume their products; and

WHEREAS, The United States Government is involved in the war against addict-
ive drugs; and

WHEREAS, Alcohol and tobacco are addictive.

Be it RESOLVED, That we encourage the United States Government to cease to
assist these industries via trade talks; and

Be it finally RESOLVED, That Southern Baptists in their annual meeting, June
14-16, 1988, in San Antonio, Texas, declare their opposition to these hypocritical
gractices by the United States Government on behalf of the alcohol and tobacco in-

ustries.

RESOLUTION ON CIGARETTE SMOKING (JUNE 1984)

WHEREAS, We as Christians know that our bodies are temples of the Holy Spir-
it, and that we should therefore refrain from defiling our bodies; and

WHEREAS, The United States Government has for many years required that to-
bacco companies state in their advertising and on cigarette packages that smoking
is hazardous to health; and

WHEREAS, Cigarette smoking is habit forming and often becomes a physical ad-
diction comparable to other drug addictions; and

WHEREAS, The Surgeon General of the United States, C. Everett Koop, M.D.,
haz described cigarette smoking as “the most important health risk in the country”;
an

WHEREAS, Cigarette smoking is causally related to lung cancer and coronary
heart disease, as well as other diseases, and is the leading cause of chronic bron-
chitis and emphysema; and
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WHEREAS, The Surgeon General’s report blames chronic lung disease for more
limitation of activity than any other type of disease, with more than 500,000 hos-
pital admissions a year attributed to this disease; and

WHEREAS, More than 62,000 Americans have died of chronic obstructive lung
disease in 1983 with as many as ninety percent of these deaths blamed on cigarette
smoking, and costs the Nation forty billion dollars a year in health expense and pro-
ductivity; and

WHEREAS, The Surgeon General’s report stated that children of smoking parents
have a higher prevalence of respiratory symptoms and more frequent bouts of bron-
chitis and pneumonia in early life; and

WHEREAS, Mothers who smoke during their pregnancy have a higher incidence
of congenitally deformed and low-birth weight babies.

Therefore, be it RESOLVED, That the messengers of the Southern Baptist Con-
vention meeting in Kansas City, Missouri, June 12—-14, 1984, encourage churches to
give people the facts regarding the physical harm involved in cigarette smoking, be-
ginning with children of an early age; and

Be it further RESOLVED, That we encourage schools to make information regard-
ing the harm of cigarette smoking part of the curriculum for students of all ages;
and

Be it further RESOLVED, That we encourage parents by personal example to
teach abstinence from cigarette smoking; and

Be it further RESOLVED, That our churches, associations, State conventions, and
the Southern Baptist Convention take leadership in encouraging our people, pastors,
and SBC leaders to refrain from using tobacco in any form, including cigarettes; and

Be it further RESOLVED, That we encourage Southern Baptists presently en-
gaged in the growing of tobacco, which has no use except for cigarettes and related
products, to cease such agriculture and, where feasible, to switch to another cash
crop in order to make such products less accessible; and

Be it finally RESOLVED, That we encourage the Congress and Senate to termi-
nate all agricultural funding and subsidies to those who plant, grow, or sell any to-
bacco products.

RESOLUTION ON ALCOHOL AND OTHER DRUGS (JUNE 1973)

WHEREAS, The drug problem a complex and intricately interrelated phenomenon
in our society, now including a widespread misuse of valuable prescription products,
a broad spectrum of unscientific self-medication, a deeply implanted custom of ciga-
rette smoking, deeply entrenched customs of drinking alcohol beverages, and an
alarmingly developing culture involving marijuana and other illegal drugs, and

WHEREAS, This pervasive drug orientation of our culture is resulting in wide-
spread social disruption and destruction of life by cancer, emphysema, coronary
heart disease, accidents, alcoholism and other drug addiction, and is a factor in
other serious social problems such as crime, family disruption, industrial waste, and
automobile accidents, and

WHEREAS, Basic factors now recognized as perpetuating the drug approach to
life are commerical promotion of alcohol, tobacco, and over-the-counter drugs; glam-
orization of the use of alcohol and tobacco; social pressures for smoking, drinking,
and other drug usage; and widespread ignorance of accurate information pertinent
to personal usage of these drugs, and

WHEREAS, Contemporary efforts of government, church, civic groups, and other
in(i'lependent agencies are failing to cope effectively with the drug orientation of our
culture.

Therefore, be it RESOLVED, that we encourage the Congress—also such agencies
as Food and Drug Administration; Department of Health, Education, and Welfare;
Department of Environmental Control; Federal Communications Commission; Office
of Consumer Affairs; Federal Trade Commission; Office of the Attorney General; and
the Office of the President—to take action to control advertising of alcohol, tobacco,
and other addictive drugs which perpetuate the drug orientation of the culture, and

Be it further RESOLVED, that we call for the broadcast possible offensive to be
mounted to restrain commercial promotion of all such products, and

Be it further RESOLVED, that we pledge our cooperation with others to neu-
tralize social pressures and minimize glamorization of drug usage, and

Be it further RESOLVED, that preventive education in the homes, the churches,
and the schools be strongly encouraged, and

Be it further RESOLVED, that the Christian Life Commission be encouraged to
work diligently with appropriate agencies of the Southern Baptist Convention to
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publicize this position and to encourage cooperation with others seeking these same
objectives.

RESOLUTION ON CIGARETTE AND LIQUOR ADVERTISEMENT (JUNE 1969)

WHEREAS, There is pending legislation in the National Congress dealing with
the regulation and possible deletion of cigarette and liquor advertisement from the
mass media,

Therefore, be it RESOLVED, That we give encouragement and support to all Con-
gressmen who are backing this legislation.

RESOLUTION ON A REQUEST OF PRESIDENT LYNDON B. JOHNSON (JUNE 1964)

WHEREAS, The Surgeon General’s Committee appointed by President Kennedy
rendered our Nation a much-needed service in pointing out the hazards of cigarette
ks)moking, which report can have far-reaching benefits to human health and well-

eing,

WHEREAS, The serious problem of beverage alcohol also deserves the same care-
ful medical and scientific investigation,

We go on record as a Convention as requesting President Johnson to appoint a
similar commission to investigate and to make known to our American people the
hazards to personal health and to society presented by the use of alcohol as a bev-
erage.

AMENDMENT TO REPORT BY THE SOCIAL SERVICE COMMITTEE (ADOPTED) (MAY 1937)

“It is the sense of this Convention that the prevalence of smoking among Chris-
tian people, especially among preachers, church leaders and denominational work-
ers, is not only detrimental to the health of those who participate, but is hurtful
to the cause of Christ in that it weakens the message and lowers the influence of
those who are charged with the preservation and spread of the Gospel.”

RESOLUTION ON ToBACCO (MAY 1933)

J. M. Shelburne offered the following amendment and it was adopted:

RESOLVED, That we respectfully suggest to the ministers of our churches and
to the teachers in the schools of our land, and to the fathers and mothers of our
boys and girls, that they consider the probable ultimate effect of the growing and
excessive use of tobacco by our boys and girls, with a view to arriving at some kind
of cooperative measures by which at least some of our young people may hope to
escape the experience of an habitual slavery to tobacco.

SOCIAL SERVICE COMMITTEE RECOMMENDATION CONCERNING RACE RELATIONS
(ADOPTED) (MAY 1932)

10. That we respectfully suggest to the ministers of our churches and to the teach-
ers in the schools of our land that they consider the probable ultimate effect of the
growing and excessive use of tobacco by our boys and girls with a view to arriving
at some kind of cooperative measure by which some of our young people, at least,
may hope to escape the experience of an habitual slavery to tobacco.

The CHAIRMAN. Thank you very much.

Senator HATCH. Mr. Chairman, could I just take 1 minute be-
cause I have to——

The CHAIRMAN. OK.

Senator Hatch.

OPENING STATEMENT OF SENATOR HATCH

Senator HATCH. I'm very interested in what all of you have to
say and I will read all of the record. I'm really appreciative of the
Chairman and what he is trying to do here.
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On the other hand, I'm worried sick about burdening FDA with
more responsibilities with maybe not enough finances to take care
of it. So I just want to express my concern because I have a tre-
mendous interest in everything you’re talking about regarding this
matter. I have a tremendous interest in FDA. I'm just really wor-
ried about it and I want to work with other members of this com-
mittee to try and resolve these problems and get them resolved in
a way that is equitable for all but will help to advance the cause
of healthcare in our society. I just appreciate your letting me say
that, Mr. Chairman, because I'm concerned about it and I appre-
ciate the efforts that all of you have made and I feel guilty that
I have to leave. But I just wanted to make that as clear as I could
under the circumstances. Thank you, Mr. Chairman.

The CHAIRMAN. Senator Hatch has had a long career ensuring
that we’re going to have an FDA that is going to meet its respon-
sibilities in terms of oversight. This has been something that he
has been very much involved in. So we appreciate his comments
and involvement.

I'll introduce now the remainder of the panel. Dr. Jack
Henningfield is Adjunct Professor of Behavioral Biology in the De-
partment of Psychiatry at the Johns Hopkins University School of
Medicine. He is also Vice President for Research and Health Policy
at Pinney and Associates. He is the former head of the laboratory
of the National Institute of Drug Abuse, where he evaluated the
addictive potential of drugs, including cocaine, sedatives, nicotine
in various forms. He was assigned to be editor of the 1988 Addic-
tion Report of the Surgeon General, advised the FDA on its tobacco
regulations in the 1990s, and advised the World Health Organiza-
tion on issues related to tobacco control.

Greg Connolly, is an old friend from Massachusetts, now a Pro-
fessor at Harvard School of Public Health who teaches and con-
ducts research in tobacco control policies and projects. He has pub-
lished over 70 scientific articles on smoking and health issues. He
is the former Director of the Massachusetts Department of Public
Health’s Tobacco Control Program, one of the largest campaigns to
curb tobacco use in the world. Over the 10 years that he directed
the program, cigarette consumption fell 50 percent in Massachu-
setts, three times the national average. That is an impressive
record. I don’t think there is a State in the country that used the
money from the Master Tobacco settlement more effectively, during
this period to combat tobacco use, and Gregory Connolly was the
head of that program. Under our recent governors, the money was
cut out for that program, which is very unfortunate.

Dr. Alan Blum is Professor and Endowed Chair in Family Medi-
cine, University of Alabama. He directed the Center for the Study
of Tobacco and Society. From 1977 to 2002, he led the Doctor’s
Ought to Care. He has written over 100 articles on tobacco prob-
lems. In recognition of his efforts to prevent smoking, Dr. Blum has
received the first Surgeon General’s Medallion from Dr. Koop, and
the first public health award by the American Academy of Family
Physicians. We very much appreciate your presence.

And Ms. Lisa Shames is currently GAO Acting Director for Food
and Agricultural Issues. Her portfolio covers issues of food safety,
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agro-terrorism, agricultural conservation and farm program pay-
ments.
Let’s start with Dr. Henningfield.

STATEMENT OF JACK E. HENNINGFIELD, PH.D., VICE PRESI-
DENT, RESEARCH AND HEALTH POLICY, PINNEY AND ASSO-
CIATES, BETHESDA, MD, AND PROFESSOR OF BEHAVIORAL
BIOLOGY AT JOHNS HOPKINS UNIVERSITY SCHOOL OF MED-
ICINE, BALTIMORE, MD

Mr. HENNINGFIELD. Mr. Chairman, members of the committee,
thank you for the opportunity to testify and to serve. I have studied
drug addiction and health for three decades at Johns Hopkins Med-
ical School, the National Institute on Drug Abuse and through my
consulting at Pinney Associates to GlaxoSmithKline on smoking
cessation medications.

Many people think of tobacco products as relatively simple con-
coctions of tobacco and flavorings that people smoke for simply
pleasure and with full awareness of the dangers and that smoking
is a completely free choice. Nothing could be further from the truth.

Tobacco products are sophisticated drug delivery systems. They
are engineered and manufactured to increase addiction risk and
without any meaningful regulatory oversight to draw the line on
practices that unnecessarily increase harmful and addictive effects.

FDA authority could lead to less addictive and less harmful prod-
ucts and regulation of marketing could reduce deception. Existing
and future products need to be regulated. Existing products are
used by more than 50 million Americans a year, killing more than
1,000 every single day. Setting standards for chemicals that can
heighten addictiveness, such as ammonia and acetaldehyde and
flavorings, such as menthol and chocolate could be steps toward
less addictive and less attractive tobacco products.

Developing performance standards for toxicants such as pesticide
residues, tobacco specific nitrosamines, carbon monoxide and form-
aldehyde could reduce toxic exposure in those who continue to use
tobacco. Regulation is needed to prevent deceptive designs that are
killing Americans.

Today, more than two-thirds of cigarette smokers smoke light
cigarettes. My sister was one of them. As she told me, you can tell
Marlboro Reds are worse. They felt stronger and left my throat raw
compared to lights.

Well, let me tell you a few things she didn’t know. She assumed
there were government standards for light cigarettes. She assumed
that the FTC test method for tar and nicotine reflected health ef-
fects or at least actual intake, as is the case for food labeling. She
assumed that cooler, smoother smoke meant it was weaker and
less harmful. She couldn’t believe the Government would allow
such a scam.

Cigarette ventilation is one deadly scam you can see for yourself.
If you tear the paper from just about any cigarette filter and espe-
cially a light cigarette and if your cameras are looking for what I'm
going to show you, they won’t be able to see them. You have to look
close. You tear the paper off, hold it up to the light, you can see
tiny bands of holes. These holes allow air to come into the smoking
machine and fool the machine into thinking the smoke is much
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weaker than it is. They do the same thing for the smoker. What
the smoker does is inhale more deeply and more smoke and more
deeply into the lungs. The holes are right where they can be easily
covered by fingers or lips.

Unbeknownst to most smokers, covering some of the holes can
double or triple the amount of tar and nicotine. I did this dem-
onstration a few years ago for my son’s third grade class. They re-
acted with passion and clarity. They said, “that’s cheating.” They
can’t do that. The third graders got it.

Well, Senators, that is cheating and there is a means of pre-
venting and stopping such deception for food products but not for
tobacco, not until tobacco is regulated by the FDA.

But light cigarettes are just the tip of the iceberg. New genera-
tions of products appear to be following the commercially effective
model of light cigarettes, which is to develop highly addictive prod-
ucts with designs and marketing efforts that assuage fears about
tobacco so as to hook more people and keep them using tobacco.
These products will need their own standards. They will need their
own standards so that their potential effects are understood before
they are marketed, before they are allowed on the market and to
make sure that marketing does not inappropriately promote use,
including does not inappropriately use FDA’s regulation to promote
use.

FDA is the right agency and the only agency with appropriate
experience to develop and enforce product performance standards.
I have heard the entire range of arguments about why FDA should
not be granted regulatory authority, including that FDA was not
designed to evaluate cigarettes or inherently dangerous products.
The fact is, FDA was designed to assess a few ingredients and toxic
exposures for a broad range of products. Furthermore, tobacco
products are drug delivery systems at heart. Even the tobacco in-
dustry documents admit this. Moreover, tobacco products are de-
signed and marketed to deceive and heighten addiction risk.

Finally, let me emphasize that FDA’s authority will not make to-
bacco products safe, will not make them nonaddictive and should
not been seen as a substitute for comprehensive tobacco control ef-
forts to reduce all forms of tobacco use and disease. This is not an
either/or situation. In fact, FDA regulation should be viewed as a
partner to tobacco control, finally bringing FDA, the most powerful
health regulatory agency in the world, to the table alongside to-
bacco control professionals to position and be positioned to serve
these efforts because it will restrict the ability of the industry to
modify products and use descriptors that undermine prevention
and cessation.

I therefore urge expeditious passage and implementation of the
bill. Thank you for the opportunity.

[The prepared statement of Mr. Henningfield follows:]

PREPARED STATEMENT OF JACK E. HENNINGFIELD, PH.D.

Thank you for the opportunity to testify on S. 625, the Family Smoking Prevention
and Tobacco Control Act, that would provide “the Food and Drug Administration
with effective authority to regulate tobacco products.” FDA regulation is not only the
right thing to do, it is urgent. More than 4 million Americans have died prematurely
since FDA asserted jurisdiction and issued its Final Rule to regulate cigarettes and
smokeless tobacco in 1996. Although we have made modest progress in reducing to-
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bacco use, I believe FDA regulation would have made the progress significantly
greater. Furthermore, the tobacco industry is unleashing new products, new claims,
and clandestinely modifying conventional products at a terrifying rate, with no plau-
sibly-effective regulatory mechanism in sight, except for the approach embodied in
the Senate bill. Even the FTC has thrown in the towel and apparently given up on
its own widely criticized and deeply flawed method of cigarette testing.

BASIS FOR TESTIMONY

I am speaking on my own behalf and not as a representative of the organizations,
of which I am a member, consult for, or voluntarily serve. I am an Adjunct Professor
of Behavioral Biology (Adjunct), Department of Psychiatry, The Johns Hopkins Uni-
versity School of Medicine; and Vice President for Research and Health Policy,
Pinney Associates. I was trained in behavioral science, pharmacology, and other dis-
ciplines relevant to understanding addictive substances. I have focused on tobacco-
related issues for nearly three decades. From 1980 to 1996, I conducted and led to-
bacco and other drug research at the National Institute on Drug Abuse (NIDA).
While at NIDA, I was liaison frequently to the FDA on tobacco products and tobacco
addiction treatment. I contributed to numerous Surgeon General’s reports as well
as reports by other agencies. I presently serve on the World Health Organization
(WHO) Tobacco Regulation Study Group (TobReg) which provides scientific guidance
for implementation of several articles of the international tobacco treaty, the WHO
Framework Convention on Tobacco Control (FCTC); a treaty (signed by not yet rati-
fied by the United States) which includes many directives in harmony with the pro-
posed FDA tobacco regulation.

By further way of disclosure and to provide you with some basis for my perspec-
tive, let me tell you that part of my role at Pinney Associates is to advise companies
on how to minimize the risk of abuse, addiction, misuse and harmful effects of drugs
with a known or suspected potential to cause addiction, including opioid analgesics,
stimulants, sedatives, and many others. In many cases it is not only the chemical
entity itself but the formulation and marketing of the drug that poses the challenge
for risk minimization. This work includes advising GlaxoSmithKline Consumer
Healthcare on its treatments to help people quit smoking. I also share two patents
on a tobacco dependence treatment product under development which has given me
additional perspectives on FDA regulation. On the tobacco side, I have reviewed
thousands of pages of previously secret document and testified on behalf of the U.S.
Department of Justice (DOJ) and other plaintiffs against the tobacco industry con-
cerning the many ways by which this industry has been able to manipulate its prod-
ucts to heighten their addiction risk under the cover of darkness left by the regu-
latory vacuum. I have gained first hand experience in understanding the challenges
and benefits of FDA regulation of the tobacco industry and its products through
these activities.

TOBACCO PRODUCTS ARE SOPHISTICATED DRUG DELIVERY SYSTEMS—ENGINEERED AND
MANUFACTURED TO INCREASE THEIR POTENTIAL TO CAUSE AND SUSTAIN ADDICTION

Tobacco products are diverse and all are harmful and share the common feature
of being designed to cause and sustain addiction to nicotine. The World Health Or-
ganization said in its 2006 World No Tobacco Day report, an effort to which I con-
tributed: all tobacco products are deadly and addictive in any form or disguise.
Products vary widely in their form and degree of sophistication in engineering. The
most elaborately designed and manufactured product, the cigarette, accounts for the
vast majority of the more than 1,000 tobacco-attributable deaths that occur every
day in the United States.

For most consumer products, extensive research and design expertise by manufac-
turers is often used to improve safety and reduce risk. However, this is not true for
cigarettes: much of the research and engineering has been dedicated to increasing
their risk of causing and sustaining addiction and high levels of use. In fact, many
features are intended to make it easier to inhale the deadly poisons deep into the
lungs where the damage is greatest. Why? Because this increases the addictive im-
pact of nicotine by producing explosively fast absorption in the massive alveoli bed
of the lung. This undoubtedly helps explain why lung cancer risk increased in the
1980s and 1990s even though machine measured tar levels declined. It also may
help to explain the increasing proportion of the especially deadly deep airway small
cell adenocarcinomas relative to squaemous cell lung cancer in the recent decade.

Cigarette design and manufacture is extensively researched and engineered to
control features that contribute to deceiving smokers into thinking they are getting
less harmful exposures, to make it easier to take up smoking, and to cause and sus-
tain addiction. Much of this was summarized in the FDA’s Final Tobacco Rule
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(1996) and more recently in the 1,700-page findings by Judge Kessler in her ruling
in the U.S. Department of Justice litigation against the tobacco industry. She wrote:

“Every aspect of a cigarette is precisely tailored to ensure that a cigarette
smoker can pick up virtually any cigarette on the market and obtain an addict-
ive dose of nicotine.” (Paragraph 1368).

Further, Judge Kessler concluded:

“Defendants have designed their cigarettes to precisely control nicotine deliv-
ery levels and provide doses of nicotine sufficient to create and sustain addic-
tion.” (Paragraph 1366).

The remarkable range of features includes control over the following aspects of
cigarette design, delivery, and addictive impact. Ignition propensity and burn rate
are controlled with burn accelerants and paper porosity to help control nicotine dos-
ing and make cigarettes convenient to use. Smoke particle size is engineered to fa-
cilitate efficient inhalation of smoke deep into the lung. Smoke temperature and
harshness are controlled to make it easier to take up smoking, to inhale deeply and
provide smoother smoke that fools the smoker into assuming it’'s not as harmful.
Smoke and ash color are controlled with chemicals in the tobacco and paper to make
the process as neat and attractive-appearing as possible. Ingredients are further
added to smooth, flavor and make the smoke more attractive to target populations,
even if they yield additional carcinogens to the smoke (such as burned chocolate
does). Still other chemicals are added that prolong shelf life and control humidity,
which, in turn, helps control nicotine dosing and smoke sensations. The inclusion
of some of these ingredients on FDA’s Generally Recognized as Safe (GRAS) list is
virtually meaningless when they are used in cigarettes. These ingredients have not
been tested and approved for use in burned products. They are “GRAS” for use in
food, not for inhalation in combination with burned tobacco material. Certain agri-
cultural practices, storage, shipping and handling add still other questionably-safe
chemicals, such as herbicides, pesticides, fertilizer residues, heavy metals, cyanide,
arsenic, and insect parts. The fact that many American tobacco growers maintain
high standards does not obviate the need for regulation of the substances in tobacco
plant material, particularly since so much tobacco is imported.

A number of chemicals used in manufacturing process further alter the
addictiveness of the product through manipulation of the chemical form of nicotine
(e.g., ratio of free-base or unionized nicotine to ionized nicotine). These compounds
increase the amount of free base nicotine, probably increasing the addictiveness of
cigarettes because free-base nicotine is more readily released from the cigarette and
absorbed in the mouth. For example, ammonia compounds can alter the free base
fraction of the smoke while also making it easier to inhale. The practice of manipu-
lating the free base fraction of nicotine is not unique to cigarettes: smokeless tobacco
products marketed as “starter” products (an industry term) are mildly alkaline to
yield a smaller proportion of free base nicotine than the more alkaline maintenance
products such as Copenhagen. Why? Too much nicotine delivered too rapidly to the
novice user can cause acute nausea and discourage further use. By contrast, highly
tolerant smokeless users who have “graduated” (another industry term) to higher
levels of daily use seek stronger and faster doses to satisfy their addictions.

Cigarette filter technology is also extremely sophisticated and reduces certain
throat burning sensations but not necessarily the deadliest of the toxicants. Filters
can help ensure that nicotine is readily delivered in a form that can be easily in-
haled deep into the lung where addiction potential is maximized, and lung disease
risk is increased by the inhalation of smoke particles that carry nicotine molecules
into the lung. Filters also commonly include elaborate ventilation systems (described
in greater detail below), which can increase the free-base fraction of nicotine and
enaigle smokers to obtain addictive levels of nicotine regardless of its advertised
yield.

It is time to rein in the addictiveness and harmfulness of tobacco products by giv-
ing FDA the authority to enact performance standards to regulate and restrict levels
of ingredients (added or residual) that are toxic, and to reduce the ability of the in-
dustry to maximize the addictive potential of their products.

IT IS VITAL TO GIVE FDA THE AUTHORITY TO REGULATE TOBACCO PRODUCTS AND DE-
VELOP PRODUCT PERFORMANCE STANDARDS AS WILL BE ACCOMPLISHED THROUGH
SENATE BILL S. 625

FDA could develop performance standards that, over time, could lead to less ad-
dictive and less harmful products. One key feature of the legislation is that mere
compliance with a performance standard cannot be used as the basis for product
claims. This will help ensure that communications about the dangers are not weak-
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ened. After all, the products will still remain highly toxic and addictive by any ordi-
nary standards and communications should not be used to imply anything contrary
to these facts.

Performance standards can and should be developed for all smoke constituents in-
cluding those that affect addictiveness and attractiveness as ammonia compounds,
acetaldehyde, menthol, flavorings, as well as substances emitted in the normal
course of use of the products, such as carbon monoxide gas and carcinogens. In addi-
tion, performance standards could cover substances that may not have been in-
tended for the final product but are residual from tobacco growing, storage and proc-
essing, such as pesticide and herbicide residues, as well as contaminants including
heavy metal residues, cyanide, insect parts and other materials. Performance stand-
ards can also be developed for product emissions commonly known as tar but which
include deadly carcinogens such as tobacco specific nitrosamines, and formaldehyde.

Nicotine content and dosing need to be regulated. Nicotine is regulated in medi-
cines and it must be regulated in tobacco products where content and delivery are
often much higher than is allowable in medicines. For example a typical “pinch” of
some of the most popular snuff products contains 10-20 mg nicotine compared to
4 mg in the highest dose of nicotine gum or lozenge.

Tobacco delivered nicotine, particularly from cigarettes, is particularly addictive
because of the various ingredients and design features that function to increase the
addictiveness of the products. For example, the level of free-base nicotine allowed
in cigarette smoke needs to be examined and considered for performance standard
development. Other ingredients that appear to synergistically increase the
addictiveness of the product such as acetaldehyde need to be examined from this
perspective in performance standard development.

Perhaps most controversial is whether performance standards should be devel-
oped with the intent of phasing nicotine out of cigarettes. I have published papers
on the potential benefits (e.g., making tobacco products less addictive) and obstacles
(e.g., precipitating increased use, mass withdrawal, and inadequate treatment infra-
structure for tobacco dependence) for such an effort. However, I am in agreement
with the World Health Organization, that at present it would be premature to at-
tempt to drastically alter levels through regulation. The bill will give FDA the flexi-
bility and authority to develop the additional science, as necessary, to set perform-
ance standards for nicotine content and delivery.

Regulatory flexibility to address emerging science and evolving products is part of
FDA'’s strength that will be enabled by the Senate bill. If we think of tobacco prod-
ucts as analogous to deadly globally spread viruses, then we must also think of
them as constantly evolving, requiring vigilant oversight and the sort of authority
to regulate that FDA exerts over foods and drugs. This means that performance
standard setting and evaluation will be a continuous process as long as tobacco
products are marketed. This is also important because we need to assume that in
any science-based regulatory process, new science will emerge that requires an
agency like FDA to reconsider and, if needed, modify previously issued regulations.
By contrast, as described below, the light cigarette fraud emerged and persisted over
several decades and was not even irrefutably unmasked until the 2001 publication
of National Cancer Institute Monograph 13. But yet the fraud continues unabated
in the regulatory vacuum!

PRODUCT MISREPRESENTATION, HEALTH AND HARM REDUCTION RELATED CLAIMS NEED
TO BE REGULATED

With the recognition by the Surgeon General in 1964, that cancer risk was related
to overall tobacco exposure, cigarette smokers were encouraged to quit. Those who
did not quit were encouraged to reduce their exposure. The focus was on “tar” be-
cause this conglomerate smoke condensate contained many substances that sepa-
rately and together were clearly implicated in cancer and lung disease. This gave
birth to the Federal Trade Commission’s method for tar and nicotine assessment
and communications. Nicotine was included in part because of its presumed role
(probably over estimated at the time) in heart disease. The intentions of the FTC
were good but it is not a science and health agency, and it adopted a method that
was well understood and easily defeated by the tobacco industry. Armed with a
flawed method and little expertise in understanding drug delivery systems, assess-
ing drug delivery, or monitoring and evaluating health effects, the FTC was no
match for the tobacco industry. The industry co-opted the FTC’s ratings of tar and
nicotine as marketing tools to reduce smokers concerns about smoking. By designing
cigarettes that generated lower tar and nicotine ratings, labeling those below certain
levels “light” and “reduced tar and nicotine” the industry had a powerful force to
prevent or at least delay life-saving smoking cessation by many people.
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After reviewing evidence and listening to various experts, Judge Kessler, in the
Findings from the DOJ trial concluded as follows:

“They [tobacco company defendants] also knew that the [FTC] Method was to-
tally unreliable for measuring actual nicotine and tar any real life smoker
would absorb” (Paragraph 2627).

Further,

“By engaging in this deception, Defendants dramatically increased their sales
of low tar/light cigarettes, assuaging fears of smokers about the health risks of
smoking . . .” (Paragraph 2629).

THE LIGHT CIGARETTE FRAUD CONTINUES: REGULATION IS NEEDED TO PREVENT
DECEPTIVE DESIGNS THAT ARE KILLING AMERICANS

Today, more than two thirds of cigarette smokers smoke light cigarettes. My sis-
ter was one of them. As she told me: “You can tell Reds (Marlboro Regular Ciga-
rettes) are worse: they felt stronger and left my throat raw compared to Lights.”
Let me tell you a few things she didn’t know and that angered her when she found
out. She assumed that there were government standards for light cigarettes and
that the FTC testing method intended to measure tar and nicotine yield reflected
health effects or at least actual intake as is the case for food labeling. She assumed
that cooler, smoother smoke meant that it was weaker and less harmful. She had
no idea that a hidden ventilation system was diluting the poisons for smoking ven-
tilation by allowing fresh air to be “inhaled” by smoking machines, whereas she and
other smokers were probably taking in two to three times as much tar and nicotine
than indicated by the ratings. She couldn’t believe “the government” would allow
such a scam.

Since the light and low-tar scam began with a vengeance in the late 1960s Amer-
ica has lost tens of millions of its citizens prematurely as they smoked light ciga-
rettes to their graves, all the time not knowing that tobacco industry marketing of
“light” and “low” cigarettes was completely misleading and that these products were
not any less harmful than other cigarettes. In 2001, the National Cancer Institute
in Monograph 13 finally concluded definitively: “Epidemiological and other scientific
evidence . . . does not indicate a benefit to public health from changes in cigarette
design and manufacturing over the past 50 years.”

HOW DID IT HAPPEN? WHAT CAN WE LEARN? LOOKING INTO LIGHTS—THROUGH
THEIR HOLES

Most aspects of cigarette design that contribute to harm and addiction require so-
phisticated equipment and procedures to detect, such as CDC’s approach to meas-
uring free-base nicotine. However, cigarette ventilation is one deadly scam you can
see for yourself. If you tear the filter paper from a cigarette filter and hold it up
to the light, you can see bands of tiny vent holes about 3 to Y2 inch out from the
filter end. This is right where they can be easily covered with lips or fingers. Unbe-
knownst to most cigarette smokers, blocking of the holes with lips or fingers can
easily double or triple delivered tar and nicotine. On most cigarettes they are dif-
ficult to see because the designs are intended to hide them. When the cigarettes are
smoked according to the FTC method, the holes leak anywhere from about 20-90
percent air into the testing apparatus, thereby contributing to the deceptively low
advertised rating. I did this demonstration a few years ago for my son Vincent’s
third grade class and his classmates reacted with clarity and passion. Their com-
ments included: “that’s cheating!” and “they [the companies] can’t do that.”

By analogy, this is like punching holes in a fruit drink container, allowing some
of the beverage to leak out, then testing the residual beverage for calorie and sugar
content and listing those figures on the box even though consumers may consume
several times more sugar than was listed on the package or in advertisements. That
would be cheating, and there is a means of stopping and preventing it with food
products, but not for tobacco products—not until tobacco is regulated by FDA, which
routinely addresses such issues with food and drug products. In fact, for any food
or beverage in America, including Kraft cheese, Miller Lite beer, Oreo cookies, and
potato chips made by tobacco company affiliates, such fraudulent misrepresentation
of products can result in the products being pulled from shelves and/or penalties.
Manufacturers can’t even claim dog food is low fat if it is not true. Companies that
market addictive drugs for therapeutic use must formulate and market them to re-
duce risk of addiction and other adverse side-effects, or the drugs can be refused
approval, pulled from the market, or be subject to new limitations on marketing,
as has happened to several potentially addictive medications in recent years. To-
bacco products are not therapeutic but many of the same principles apply.
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“Light” and “low tar” cigarettes can be considered the first generation of putative
but fraudulent “harm reduction” products designed to address smokers concerns
about health but not really to reduce their health risks. Light cigarettes may just
be the tip of the iceberg though.

New generations of products appear to be following the commercially effective
model of light cigarettes, which is to ensure that new products are highly addictive
to sustain use, with designs and marketing efforts to assuage fears about tobacco.
There is the theoretical potential to reduce actual toxin exposure and an Institute
of Medicine Report released in 2001 acknowledged this, giving the potential product
category a new name: Potential Reduced Exposure Products or PREPS. It urged,
however, regulation by FDA to provide a framework for evaluation of the products,
determine what communications would be appropriate, and monitor their use and
impact. Absent with such regulation, products termed PREPS by an unfettered in-
dustry could be the next generation of lights, further undermining prevention and
cessation, and killing many of their users.

Fortunately, we have learned a lot in the past decade that will arm FDA in its
regulation of PREPS, lights, and all other tobacco products. Much of this informa-
tion emerged thanks to the 1990s investigation by FDA as part of its Tobacco Rule
development. More information emerged through litigation against tobacco compa-
nies that made public millions of pages of previously secret internal tobacco industry
documents, giving birth to a new research discipline called “tobacco document re-
search,” which involves increasingly sophisticated analysis to determine what the
industry knew about health effects and addiction engineering, as well as many of
its actual practices. We also have empirically derived knowledge from NIH and CDC
research relevant to tobacco product design and effects. Perhaps most importantly,
we have learned, through the tobacco industry documents, how much more the in-
dustry knows than it discloses, how much it knows about designs and ingredients
to heighten addiction risk, and how much more we need to learn if we are to more
effectively prevent continued product manipulation. I believe that an empowered
EDI? ﬁould demand and evaluate such information, and put it to use to serve public

ealth.

For example, as you have learned, the State of Massachusetts cigarette testing
program shows nicotine levels had gradually increased in many brands since the
late 1990s. There has been considerable debate as to why this was done. My opinion
is that this was done to make it easier for cigarette smokers to get their daily ad-
dictive fix of nicotine when faced with restrictions on smoking and higher costs that
drive their daily cigarette intake down. To tobacco companies, keeping their cus-
tomers addicted and satisfied is better than allowing cigarette smokers to reach that
point that sustaining nicotine is such a hassle that they are more driven to quit.
However, that is my opinion, and in the absence of regulatory oversight there is no
way to find out the basics: the how, what, why and when. You see, regulation would
give FDA the authority to demand an explanation and even to ban the manipulation
if it deemed that it was contrary to the interests of public health. FDA could freeze
levels; it could even require reduction of various toxicants and nicotine over time.

Senators, it is time that the American public be truthfully told what the tobacco
industry knows about the ingredients, delivery, and effects of the products, and that
the products they buy and use are honestly labeled regarding ingredients and max-
imum possible exposure levels. We would not tolerate such deception with food man-
ufacturers or the makers of any other products consumed by Americans. It is time
to stop protecting the tobacco companies and start making them play by the same
rules as the manufacturers of other products consumed by Americans. The deception
continues and is poised to worsen: tobacco products are mutating undeterred by reg-
ulatory oversight. Learning the truth and developing appropriate communications
for consumers for existing products and the pipeline of new drugs or consumed prod-
ucts, is central to FDA’s mission.

Absent regulation, the deadly deception I have described continues. Cigarettes and
smokeless tobacco products are designed to addict, designed to go beyond the addic-
tion risk of their relatively crudely manufactured ancestors. Cigarettes are designed
to taste smooth and garner misleadingly-low tar and nicotine ratings because con-
sumers react to such information as meaning substantially-less harmful. Tobacco
products are researched, designed, manufactured and marketed to maximize the
likelihood of trial, the graduation from trial to addiction, and to retain their ad-
dicted users despite efforts to quit. Products are fine tuned to attract various popu-
lations, including the young, with flavors, designs, and dosing characteristics. This
is far beyond simply satisfying existing needs and desires of adults.

And the problem appears to be worsening: More Americans than ever before are
concerned about smoking, and want to quit. But without regulation these individ-
uals will turn to light cigarettes or new tobacco products that falsely claim (at least
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implicitly) to be less harmful. These products have been shown to reduce the moti-
vation to quit smoking because of the false reassurance that the smoker is “doing
something” that represents a healthier step in the right direction. But delaying to-
bacco cessation is deadly: disease risk is more strongly related to years of smoking
than to the number of cigarettes smoked per day.

Worse still, the pipeline of new products and claims is growing. Some of you may
have seen advertisements in widely-circulated magazines such as Parade, trum-
peting cigarettes such as Omni and Eclipse that are “lower in carcinogens” and
“may present less risk of cancer, chronic bronchitis and possibly emphysema.”
Eclipse, delivers very high levels of the deadly odorless gas carbon monoxide. Mar-
keted versions were also reported to deliver glass fibers from its aluminum and
glass inner chamber that can penetrate the lung.

Philip Morris is now test marketing what many smokers might be truly waiting
for, a Marlboro with reduced risk claims: Marlboro Ultra Smooth. Philip Morris has
admitted that it is premature to make harm reduction claims for the product though
they tout the product’s potential to reduce exposure to harmful substances. In the
void of regulation, however, Philip Morris is test marketing the product and creating
the illusion of reduced harm through its clever name and descriptions of the poten-
tial of the product to reduce certain substances. Furthermore, it is using messaging
such as “Filter Select” and “new carbon filter” which might be reasonably construed
by a consumer to indicate advances in filtration of harmful elements.

One widely-advertised cigarette, Quest from Vector, even claimed to be “nicotine-
free” supporting the claim by asserting it met the “standard” of Benowitz and
Henningfield. Now, without detracting from my own work with Dr. Benowitz, we are
not FDA, and we never intended a recommendation for reducing the addictiveness
of cigarettes to stand in place of FDA evaluation and regulation. This would be
laughable if it were not deadly and still being perpetuated.

I am not here to testify, that products such as Quest and Marlboro Ultra Smooth
are, in fact, as deadly as conventional products. The problem is there is no way to
know if they are potential steps in the right direction or as fraudulent and deadly
as light cigarettes. And there will be no way to tell until we have an authorized
and empowered FDA to find out.

There is also an increase in widely advertised smokeless tobacco products from
“for when you can’t smoke,” implying you don’t need to quit smoking because you
can use their products when you can’t smoke. The lure is increased by touting new
products and implied benefits. One product is packaged to resemble a medicinal ces-
sation product with its label reading “for when you can’t smoke.” These manufactur-
ers are using Americans as guinea pigs without informed consent. They are intro-
ducing new products; modifying products with new designs and ingredients; and
making claims, implicit and explicit, without regulatory oversight from the one
agency, FDA, that is charged with the oversight of consumable products that have
health effects, and require consumer communications that are honest and do not
mislead. These efforts not only are deceptive, they help the industry thwart tobacco
prevention and cessation efforts.

REGULATION IS OVERDUE AND URGENT

For several decades, the tobacco industry anticipated but fought FDA regulation,
as illustrated by Philip Morris scientist William Dunn’s warning to his superiors in
1969:

“I would be more cautious in using the pharmic-medical model—do we really
want to tout cigarette smoke as a drug? It is of course, but there are dangerous
FDA implications to have such a conceptualization go beyond these walls.”

Dr. Dunn was right in his apparent assumption that FDA authority could have
reined in many deceptive practices of the tobacco companies.

FDA IS THE RIGHT AGENCY AND THE ONLY AGENCY WITH APPROPRIATE EXPERIENCE TO
DEVELOP AND ENFORCE PRODUCT PERFORMANCE STANDARDS

I have heard the entire range of arguments about why FDA should not be granted
regulatory authority, including that FDA was not designed to evaluate cigarettes.
The fact 1s that FDA was designed to assess safety, ingredients, and resultant expo-
sure to a broad range of drugs and foods. Tobacco products are drug delivery sys-
tems at heart. They are sophisticated and complicated with many ingredients, just
as many drugs are. Even the tobacco industry admits this in their documents. More-
over, they are designed to deceive, and designed to heighten addiction risk.

Foods and drugs that are designed and/or marketed to deceive, whether by intent
or not, can be judged as misbranded or recalled, and lead to various correctional ac-
tions ordered. This happens frequently and routinely many times each year for foods



41

and drugs. FDA has more experience and sophistication in the regulation of drugs
and drug delivery systems than any agency in the world. This is the same expertise
that needs to be applied to tobacco.

For any product, whether food, drug or dog food, FDA can ask and must be given
answers to the basic questions that many consumers of those products undoubtedly
believe are being addressed for tobacco products: WHO is the product for? WHAT
is in it? WHY is it designed and manufactured as proposed or done? HOW is it man-
ufactured? WHEN were changes made? FDA can require surveillance to detect unin-
tended consequences of products already marketed or proposed for marketing ap-
proval if it has residual concerns.

Finally, what is communicated to consumers about product content will be vital,
so that eventually tobacco products, like other consumable products, are labeled in
meaningful ways that do not confuse or obscure the truth, do not inappropriately
make or imply claims, and do not unintentionally undermine efforts to prevent to-
bacco use from beginning and tobacco users from quitting.

FDA’s authority will not make tobacco products safe, and should not be seen as
a substitute for comprehensive tobacco control efforts to reduce all forms of tobacco
use and disease. In fact, FDA regulation should be viewed as a partner in these ef-
forts and be positioned to serve these efforts because it will restrict the ability of
the industry to modify products and descriptors to undermine prevention and ces-
sation. For all of these reasons and more, FDA regulation of all tobacco products
is vital in setting our Nation on a healthier path. Directing the FDA to develop its
regulatory system with urgency, empowering it to rise to the challenge of tobacco
regulation, and providing it with the support to get the job done can be accom-
plished through Senate bill S.625. I therefore urge its most expeditious passage and
implementation.

Senator SANDERS. Mr. Chairman.

The CHAIRMAN. Yes?

Senator SANDERS. I'm going to apologize. I have to leave as well.
I just wanted to thank all of our guests here today and I would just
say, Mr. Chairman, the idea that we throw drug pushers and her-
oin dealers into jail because of what they do to our kids and the
idea that we do not regulate those people who are pushing ciga-
rettes and addicting kids and killing kids, cause lung disease and
emphysema and everything else, it’s incomprehensible. So thank
you very much for holding this important hearing.

The CHAIRMAN. Thank you.

Senator SANDERS. I look forward to working with you.

The CHAIRMAN. Dr. Connolly.

STATEMENT OF GREGORY N. CONNOLLY, D.M.D., M.P.H., PRO-
FESSOR, HARVARD SCHOOL OF PUBLIC HEALTH, FORMER
DIRECTOR OF THE MASSACHUSETTS DEPARTMENT OF PUB-
LIC HEALTH’S TOBACCO CONTROL PROGRAM, BOSTON, MA

Mr. ConNOLLY. I think it’s over 20 years of coming before this
committee and it’s like watching the Red Sox. We always hope that
next year, next year. Not only being a Red Sox fan, my son-in-law
}‘s 1fl'rom Columbus so we watch the Buckeyes every year very care-
ully.

When I was in Massachusetts, we achieved a 50 percent decline
but we still got stuck at 18 percent of our adults. We still got stuck
with youth rates and not enough change. So we tried to fill the void
with the Federal Government. We regulated advertising on schools
and playgrounds. We acquired ingredients. We have a new testing
protocol that the feds don’t apply in Massachusetts but we found
we lacked the resources and we lacked the legal authority to do so.

Clearly we need the Federal Government to step in and fill this
void. If we wanted to put a warning label on Marlboros, as a State
we couldn’t do it, the way they do it in Britain, the way they do
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it in Brazil, a developing country. We couldn’t do it. So States like
Massachusetts, Ohio, Wyoming, North Carolina—basically that’s
third-world states with Brazil, Jordan and others having much
more effective warning labels.

We looked at—and I have a slide, could we see it, please? We
looked at nicotine through the Massachusetts testing system and
we found that over the past 8 years, there has been a 11 percent
increase of nicotine, both in the smoke and the raw and you can
see here, there is significant increases.

Next slide, please, next chart, please. We looked at Marlboros in
particular and we found that—we took into account random fluc-
tuation that this was, in fact, a significant increase. I wish we
didn’t see this increase. I wish we saw post the MSA, nicotine lev-
els going down.

Why did this occur? We have no clue as a State. We don’t have
the resources. The Harvard School of Public Health doesn’t have
the resources. Why did they do it? We don’t know. Did this increase
addiction among kids or adults trying to quit? We don’t know. But
all of those questions can be answered by the Food and Drug Ad-
ministration if this bill is passed.

We just don’t know. Is it a real increase? The industry has chal-
lenged us and said, “no it is a real increase.” We took into account
through very good statistics, which haven’t been applied by the to-
bacco industry, we found an increase. Is it new? It’s not new. This
has been occurring through decades. The only new issue here is
that this occurred after the MSA.

Also, the train has left the station on reduced risk products.
There are over 38 that have been marketed, mostly after the MSA
with claims that they reduce cancer risk, that they lower carcino-
gens.

Next chart, please.

We conducted research among 600 smokers and we asked the
question, do these reduced-risk products lower your risk to disease
versus light cigarettes and versus regular cigarettes. Even if you
are seeing an implied claim, universally the smokers who looked at
the advertisements for these reduced-risk products—Eclipse, Omni,
Advance—perceive the implied claim as an explicit claim. They per-
ceived it as a way to forestall quitting. They perceived it as a way
to reduce their cancer risk. So it’s a repetition of the failed history
of light cigarettes.

What we found through the Harvard research at the Nurse’s
study that light cigarettes only increase the risk of disease versus
others. So we need FDA regulation, not to regulate only explicit
claims but implied claims until we show it is safer.

Are we saying we want to ban Marlboros? I don’t think so. I
think it’s unrealistic. I think it’s unreasonable but we maybe want
to create Marlboros so that they are like lard. They are legal but
we regulate the constituents, we regulate the toxicity, we regulate
whatever—so it sits back on the shelf and no one uses it.

And FDA tomorrow can give us warning labels or a ban on
lights. They can give us restrictions on ads near schools but it may
take some time to come up with a product where we can make per-
haps a claim that it is safer, but it’s worth waiting for that. It’s
worth that legislation.
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Next chart, please.

Post the MSA, we looked at advertising and we scored youth ads
versus adult ads and we found on this chart here that at least for
two companies, that the exposure to adults and youth are equiva-
lent. That is a rating of 100—100 exposures and the same for
adults and kids. They haven’t changed their marketing to youth.
They’ve just gotten smarter. This is an ad for the new custom Kool
and I've asked how many people wear running shoes like this into
the committee room today. But this is in magazines like Rolling
Stone, with more youth readership, enough for the FDA provision.

Next, please.

The CHAIRMAN. Could you adjust the chart. The light is reflecting
off of it. I don’t understand quite what’s going down and what’s
going up.

Mr. ConnoLLY. OK, what we did here is we looked at pre- and
post- the MSA and we looked at exposures to advertising among
youth and adults. So before the MSA—1997, 1998, we had about
160 exposures on average to adults and about the same for youth.
That was 12 through 17. MSA came in and we saw a general re-
duction in advertising so that was good, primarily driven by Philip
Morris and I'm not thanking them for that because they could still
get rid of their marketing but for RJ Reynolds, Brown and Wil-
liams and RAI, the youth exposure equals the adult exposure. So
there is no change. Kids are still being exposed to advertising at
the same levels that adults are being exposed.

One of the tragedies is, we went from—in the advertising, we
went from 19 percent of the ads for menthol ads, which are popular
with black kids—we’re now at 50 percent. Half of the advertising
is for menthol. Like this. We found the industry is manipulating
the menthol levels, post the MSA, to make those products more at-
tractive with young African Americans. And what happened? OK,
the youth rights went down with the adolescent white kids, is old
men wear ties. That’s great. But for black African Americans, the
young adults, rates had gone up 30 percent from 2002 to 2005,
based on the SAMSA research. Yeah, we've been successful with
those guys. But this industry clearly is going after the high-risk
population with manipulation of menthol, increased marketing and
advertising for menthol and what is the result? It’s a negative pop-
ulation impact.

Next please and I'm going to finish up here. This is the candy-
flavored cigarette. No one knew this was here. RJ Reynolds had
this in the tank prior to the MSA. But after the MSA, they intro-
duced this new pellet, which impart a candy-like flavor to the
smoke. No one knew it was there, not even smokers. The only peo-
ple who knew it was there was Philip Morris. We went out and we
found an internal document, brought it and—would we allow this
to be put in a food product without telling anyone? We then ran
a gas spec and we found foreign constituents in that pellet and no
one had a clue what those constituents did, either in helping youth
to start or its toxicity and the FDA can do that with this action.

Has the industry changed after the MSA? Yeah, but maybe not
for the better. And I'll end by saying 40 years ago, a Senator from
New York gave the opening address at the First World Conference
on Smoking and Health and he prophetically warned that 28 mil-
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lion Americans will be killed by smoking unless urgent action was
taken. Fifty million Americans have been killed since that date,
since that Senator made that statement. He told the attendees at
that meeting to be equal to the task, for the stakes are nothing less
than the lives and health of millions all over the world. I know it
is a battle which will be won. Our battle—that Senator’s vision—
will be won when this Congress passes this historic legislation. The
States can’t do it alone, Senator. As one who has fought in the
trenches, pushed the envelope of the States, we can’t do it alone.
We need your help. Thank you very much.
[The prepared statement of Mr. Connolly follows:]

PREPARED STATEMENT OF GREGORY N. CoNNOLLY, D.M.D., M.P.H.

My name is Gregory N. Connolly. I am a professor at the Harvard School of Public
Health (HSPH) and direct the Tobacco Control Research Program. Prior to coming
to Harvard, I served as the director of the Massachusetts Department of Public
Health’s Tobacco Control Program and in that capacity, oversaw one of the largest
public health programs to curb tobacco use in the United States achieving a 50 per-
cent decline in cigarette consumption from 1993 to 2003. Massachusetts was the
first State to require warning labels on smokeless tobacco, the second for warnings
on cigars and the first to require public disclosure of tobacco product additives and
nicotine yield. Massachusetts has led all States in attempting to fill the Federal void
in regulating tobacco products and marketing. We clearly found that States lack the
resources and legal authority to effectively do so. FDA regulation is urgently needed
today. My opinion is based on the following:

1. Despite the Tobacco Industry’s Admission that Nicotine is Addictive, Following
the MSA Manufacturers Have Increased Nicotine Content in Cigarettes and Cigarette
Smoke.

Our research has found a significant increase in nicotine to cigarette tobacco and
smoke from 1997 to 2005 (12 percent). Industry manipulation of nicotine is nothing
new, what is new is that it is still occurring post the MSA. A statistically significant
trend confirmed an increase in smoke nicotine yield of 0.019 mg per cigarette (1.1
percent) per year over the period 1997-2005 for an 11.7 percent increase. The in-
creasing trend was observed within all major market categories (mentholated vs.
nonmentholated and full flavor vs. light, medium (mild), or ultralight).



45

Changes in Smoke Nicotine Yield and
Physical Parameters

Nicotine Yield Nicotine Content in Unburned Tobacco Rod

1997 1998 1999 2000 2001 2002 2003 2004 2005

Nicotine Concentration
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Increasing smoke nicotine yield was associated with increasing nicotine concentra-
tion in the tobacco and number of puffs per cigarette, and decreasing percent filter
ventilation of the cigarette. Such changes increased the elasticity of the cigarette
making it potentially more addictive.

Average Smoke Nicotine Yield of Marlboro Brand Styles
Reported in Each Year 1997-2006
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In her August 2006 decision, Judge Kessler devoted 140 pages to describing the
tobacco industry’s long history of nicotine manipulation. She concluded that tobacco
manufacturers:

e “ . . have designed their cigarettes to precisely control nicotine delivery levels
and provide doses of nicotine sufficient to create and sustain addiction.”

e “ . . have extensively studied smoking intake and inhalation, compensation,
addiction physiology, smoker psychology, the pharmacological aspects of nicotine,
the effects of nicotine on brain waves, and related subjects.”

e “ . .intentionally developed and marketed cigarettes which, in actuality, deliv-
ered higher levels of nicotine than those measured by the FTC method.”

These studies consisted not only of consumer smoking panels but also large-scale
human clinical trials, electrophysiological studies of brain waves, chemical and
physical brand analyses, and other sophisticated techniques. Factors such as use of
blends, genetic modification of tobacco, and in particular, ammonia or other chem-
ical agents are used to alter the chemical form of nicotine delivered to the smoker.
Detailed evidence shows that manufacturers could and did manipulate free nicotine
delivery through product changes and that even “small” increases in free nicotine
delivery could significantly increase their ability to deliver an “optimum” dose of nic-
otine capable of creating and sustaining addiction in cigarette smokers.

Our research is not new but only shows that this historical pattern of nicotine
manipulation has not changed. We don’t know why nicotine has increased. The to-
bacco industry regulatory oversight by the FDA is necessary to evaluate changes in
product delivery and their effects on smoker initiation and use; and possibly to
make the product less addictive.

2. Since the MSA Tobacco Manufacturers Have Greatly Increased the Marketing
of “Safer” Cigarettes to Health Conscious Smokers in the Absence of Independent Sci-
entific Evidence They are Actually “Safer.”

This Nation has already suffered immensely from the failed history of light ciga-
rettes when they were presented in the 1970s as a “safer” alternative to regular
brands. The Harvard School of Public Health’s Nurses Study found that smokes of
“lights” had the same risk of cardiovascular diseases as smokers of regular brands.
The National Cancer Institute concluded in 2001 that smoking “lights” did not re-
duce the risk of lung cancer. In the absence of FDA regulation, the failed history
of “lights” will only be repeated with the promotion of cigarettes today as being safe.

Potentially Reduced (tobacco) Exposure Products (PREPS) are being marketed
with explicit and implicit claims that they reduce health risks in the absence of sci-
entific evidence to show they actually do. Over 35 PREPS have been marketed over
the past few years (see Appendix A).

In 1998, RJR claimed that there is “No Cigarette Like Eclipse” based on a com-
parison of its smoke chemistry to a typical ultralight cigarette (Merit) and also
claimed that Eclipse may reduce cancer risk. We analyzed the smoke chemistry of
Eclipse versus two conventional ultralight cigarettes (NOW and Carlton) and found
that Eclipse had up to five times the levels of cancer causing agents than the exist-
ing Now or Carlton brands. There are “Cigarettes like Eclipse” in the marketplace.
A careful review of other research conducted by RJR on Eclipse found serious prob-
lems with the methodology that supported the lung cancer reduction claim.
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WHY THERE'S NO CIGARETTE LIKE ECLIPSE.

their health is to quit.
But for those who choose
to smoke, the next best
choice Is Eclipse.
Eclipse is much like any

Carcinogens™

respiratory system, which

When sales for Eclipse faltered in the late 1990s, RJR altered the filter design
by drilling a hole in it but not alerting consumers to the change. The new design
resulted in an increase of 300 percent in two cancer causing agents called NNN and
NNK. Consumers were not informed of the design change on increase in toxins.

Changes in NNK and NNN in
Premier (88) Eclipse 1 (96)
Eclipse 2 (00)

~+ nnn
15 nnk

1988 1996 2000
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Changes in Filter Design: Eclipse I |
(1996) & Eclipse 11 (2000) |

Filter “Hollow Filter”
%96 2000

We tested two prototypes of the new carbon filtered PREP, Marlboro UltraSmooth
(MUS), test marketed in the United States beginning in 2005, using both standard
(FTC/ISO) and intensive (Health Canada) machine methods to measure gas/vapor
and particulate phase smoke constituents. When tested under the standard regimen,
gas phase constituents of MUS prototypes were reduced compared with a conven-
tional low yield cigarette. However, far smaller reductions in gas phase constituents
were observed under the intensive regimen, suggesting that the carbon technology
employed in MUS is less effective when smoked under more intense conditions. Par-
ticulate phase constituents were not reduced by the carbon filter under either ma-
chine smoking regimen. Studies of human smoking show that MUS is likely to be
smoked intensively, thus negating its potential for toxic constituent reductions.

PREPS have been marketed include nicotine hand gel, nicotine chewing gum,
modified cigarettes (Omni, Advance and Marlboro UltraSmooth) and electrically
heated nicotine inhalers (Accord) (see Appendix). All of these products have been
sold with implied or explicit claims of reduced risk without review or approval of
independent scientific agencies such as the FDA.

Other research we conducted showed that consumers perceive implied claims for
reduced levels of toxins in smoke as explicit claims for reduced health risks when,
in fact, there is no science to support the claims. We studied 600 adult smokers who
reviewed advertisement for regular and PREP cigarettes. Smokers perceived PREP
products as having lower health risks (mean=5.4 on a scale of 1-10) and carcinogens
(6.6) than light cigarettes (5.8 and 6.9, respectively, p <.001), and lights as having
lower health risks and carcinogen levels than regular cigarettes (8.2 and 8.8, respec-
tively, p <.001). Although no advertisements explicitly said that the products were
healthy or safe, advertisements for PREP products and light cigarettes were inter-
preted as conveying positive messages about health and safety. Most smokers be-
lieved that claims made in cigarette advertisements must be approved by a govern-
ment agency. The results indicate that advertisements can and do leave consumers
with perceptions of the health and safety of tobacco products that are contrary to
the scientific evidence. This supports regulating the promotion, advertising, and la-
beling of PREP tobacco products and light cigarettes. Effective FDA regulation
should focus on consumer perceptions resulting from advertisements not just the ex-
plicit content of advertising text. This is needed to prevent a repeat of the failed
history and disease burden by the marketing of “lights.” The unintended con-
sequences of PREP marketing by youth initiation and deterrence of quitting can also
be monitored by the FDA.
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Study Participants' Comparisons of PREPs to Regular Cigarettes:

Perceived Advantage on Health Risk
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Potential Reduced Exposure Products (PREPs)

The bill will give the FDA authority to prevent such unsubstantiated claims from
being made. FDA will require scientific support and closely examine the real world
performance of PREPs such as Eclipse and MUS. Regulation of PREPS by inde-
pendent health agencies such as the Food and Drug Administration is needed to
protect the public health and validate both the industry science and its claims.

3. Advertising After the Master Settlement Agreement has Become More Targeted
to Youth, Minorities and Other High-Risk Groups.

Following the Master Settlement Agreement (MSA), youth and other high-risk
groups, including low-income women and African Americans, have been targeted
with disproportionate levels of magazine advertising for tobacco products. Our anal-
ysis of tobacco magazine advertising post the MSA found, from 1998-2005 on aver-
age, every youth in the United States was exposed to 559 tobacco ads, every adult
female 617 advertisements, every African American adult 892 ads, and every His-
panic adult 605 ads.

Exposure to a magazine advertisement is measured as the percentage of a popu-
lation group that reads the magazines that runs the advertisement in the studied
time period.

Compared to adults, youth had greater exposure to magazine advertising for ciga-
rettes or major manufacturers including R.J. Reynolds, Brown & Williamson and
Lorillard and were disproportionately exposed to magazine advertising for brands
and varieties preferred more by youth including Newport and Camel, and mentho-
lated and full flavor cigarettes. Philip Morris ended magazine advertising in 2003
but the other companies have more than made up for PM’s absence. Despite the
MSA, cigarettes were advertised in magazines with 15 percent or greater youth
readership and in magazines with 2 million or more youth readers in every year
from 1998 to 2005, criteria used in the 1994 FDA rule to define a youth magazine.
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Regulation by the FDA can eliminate cigarette advertising to youth.

Among young, Black smokers, Newport has traditionally been the most popular
menthol brand. Newport has the lowest menthol levels (0.24 percent weight of to-
bacco filler among King-size, full flavor) compared to its major competitor (Kool,
0.36 percent). Between 1993 and 2005, Newport’s market share doubled, from 4 per-
cent of market to 8 percent, while Kool and Salem’s share of market has remained
relatively steady.

Reynolds American Tobacco aggressively competed against Lorillard and recently
re-designed Kool under the name Kool XL and heavily advertised it to compete
against Newport’s dominance among young Blacks. Kool Smooth Fusions is a candy-
flavored menthol brand, promoted through dance clubs and hip hop music venues
beginning in 2004. Philip Morris has followed Reynolds American promotion of Kool
with Marlboro Smooth, a new menthol product, available in March 2007. Both
brands employed the selling message “smoother” a possible connation of a reduction
in menthol levels to target young Black smokers. Expenditures for magazine adver-
tising of mentholated cigarettes has increased from 13 percent of total ad expendi-
tures in 1998 to 49 percent by 2005.
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Percent Expenditures for Menthol Brand
Cigarette Advertising Before and After
the MSA
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Among Black young adults (age 18 to 25) menthol smoking rates increased signifi-
cantly by 30 percent between 2002 and 2005 from 19.8 percent (95 percent CI: 17.7—
21.9 percent) to 25.8 percent (95 percent CI: 23.5-28.1 percent), but did not increase
significantly among same-aged Whites and Hispanics during that time. Nonmenthol
cigarette use decreased by 39 percent among African-American young adults, al-
though this change was not significant (from 7.9 percent in 2002 to 4.8 percent in
2005). In 2002, 19.8 percent (95 percent CI: 17.7-21.9 percent) of African Americans
age 18-25 smoked menthol cigarettes (an additional 7.8 percent smoked nonmen-
thols). In 2004, 25.8 percent (95 percent CI: 23.5-28.1 percent) of African-American
young adults smoked menthol (while an additional 4.0 percent smoked
nonmenthols). In 2005, this proportion decreased slightly, but remained above pre-
2004 levels.
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Menthol Use in Past 30 Days Among Young Adults, by Race, 2002-2005
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e The rates of menthol smoking among African Americans ages 18-25 years have
increased by 10 percent per year since 2002 (OR = 1.10, 95 percent CI = 1.04-1.18).

e No statistically significant trends over time since 2002 are seen in the rates of
menthol smoking among Whites and Hispanics ages 18-25 years or among Blacks
or Hispanics ages 12-17 years.

e The rates of menthol smoking among Whites ages 12-17 years have decreased
since 2002 (OR = 0.95, 95 percent CI = 0.90-0.99).

Following the MSA, R.J. Reynolds acquired the second largest smokeless company
Conwood for $4.8 billion and introduced its own smokeless brand called Camel
Snuss. Philip Morris introduced its new smokeless tobacco brand in Indianapolis
called Taboka and acquired a Swedish smokeless company the same year. Lorillard
has entered into an agreement with Swedish Match North America to produce its
smokeless brand in 2007. The cigarette companies, rather than offering smokeless
products as an alternative to cigarettes, have only produced and sold smokeless
products as a temporary way to receive nicotine through smokeless tobacco in places
where smoking is banned thus perpetuating smoking.

FDA regulation is needed to prevent cigarette companies from marketing smoke-
less tobacco to perpetuate smoking. FDA authority is needed to require manufactur-
ers to adopt new technologies to reduce toxins in all smokeless products not just the
ones they make “safer” claims for.

In 2002, RJR introduced Camel “Exotic” Blends and Brown and Williamson “Kool
Fusion” brands all with candy-like flavors in the product. The Exalt Camel brand
used a plastic pellet in the filter to deliver flavors to smokers. No public health
agency knew it was present, its toxicity or how it contributed to youth initiation.
Candy-like flavorants mask the natural toxicity of smoke and could enhance initi-
ation and addiction.
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Examples of recent candy flavored cigarettes and flavor delivery systems

Camel Twist: Emission of
This the Blue Flavor Pellet

Laboratory test of compounds released by the blue pellet

— Flavors on 599 list (linalool, citronellol, citral, cubeb oil,
caryophyllene)

— Flavors not on 599 list (elemene, copaene,
muurolene,candinene,
p-menth-1-en-8-ol)

— Hydrocarbons (tetradecane, pentadecane, dodecane,
hexadecane, heptadecane, octadecane)

The use of flavorants to appeal to young nonsmokers is consistent with other re-
search on the reformulation of Camel cigarettes in the 1980s, a brand then popular
with older men. The newly designed Camel was targeted to first-time young smok-
ers by using additives that masked the harshness, making it smoother and easier
to inhale. Market share for Camels rose among adolescent males three-fold post the
reformulation from 3 to 10 percent.

CONCLUSION

Post the MSA manufacturers have become more aggressive in targeting high risk
groups including minorities and youth with aggressive advertising, re-designed
products with more not less nicotine, introducing candy-like flavored product and
aggressively marketing brands popular with young African Americans.

Forty years ago, a Senator from New York gave the opening address at the First
World Conference on Smoking and Health and prophetically warned that 28 million
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Americans would be killed prematurely by smoking unless urgent action was taken
at that time. None was taken. The same Senator urged the attendees to: “be equal
to the task. For the stakes are nothing less than the lives and health of millions
all over the world. I know it is a battle which will be won.” (Robert Kennedy, First
World Conference on Smoking or Health) Our battle will be won and that vision ful-
filled when the Congress passes this historic legislation.
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The CHAIRMAN. Thank you.
Dr. Blum.
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STATEMENT OF ALAN BLUM, M.D., DIRECTOR, UNIVERSITY
OF ALABAMA CENTER FOR THE STUDY OF TOBACCO AND
SOCIETY, TUSCALOOSA, AL

Dr. BLum. Chairman Kennedy, Senator Enzi and members of the
committee, the public entrusts the Food and Drug Administration
to evaluate the safety and efficacy

The CHAIRMAN. Do you have your button on there? Just bring
your microphone closer, thank you. I think we’re going to be okay.

Dr. BLuM. The public entrusts the Food and Drug Administra-
tion to evaluate the safety and efficacy of medications. Having
served on an FDA advisory panel, I have sympathy for the over-
extended staff at this beleaguered agency. But placing the Nation’s
most lethal consumer product, cigarettes, under the control of FDA
would be unwise. And asking a food and drug bureau to promul-
gate product safety standards for cigarettes is an oxymoron that
will perpetuate the myth long fostered by the tobacco industry that
this inherently harmful product can be made safer.

The promotion of this bill by Philip Morris USA, maker of Marl-
boro and by far the biggest of big tobacco, with 50 percent of the
market, should prompt skepticism about the measure and its pur-
ported public health benefits. Although the bill will strictly regu-
late new and potentially less hazardous noncombustible tobacco
products, it would not apply these standards to the most harmful
form of tobacco, namely Marlboro and other cigarettes, which
caused the deaths of nearly half a million Americans a year and
although the bill bans candy flavorings and no doubt will get rid
of the term lights and will have new, bigger and improved warning
labels, it does not require the FDA to eliminate menthol, the mint-
flavored anesthetic agent added to the brands most heavily tar-
geted to African American and Latino American consumers.

Nor is there a mandate for the FDA to eliminate toxic gases, in-
cluding cyanide or the more than 40 known cancer causes in ciga-
rette smoke, such as benzene, nitrosamines and radioactive polo-
nium. The bill will most assuredly cause confusion about the dif-
ference between reduced exposure and reduced harm. If consumers
are told that 1, 2, or even 22 cancer causes in tobacco smoke have
been reduced, they are going to assume that a problem has been
taken care of. They are going to believe that cigarettes are safer
and they are going to continue to smoke.

This is, of course, déja vu all over again. For more than 70 years,
every report on the dangers of cigarette smoking was disputed by
the tobacco industry, who claim more research was needed and who
promised to identify and remove any component of smoke that was
found to cause disease. This led to marketing gimmicks to allay
public anxiety about smoking, such as filters that promised double-
barreled health protection and claimed to be “just what the doctor
ordered” or in at least one instance, was made of asbestos.

In spite of the fact that the cigarette filter does not confer any
reduced health risk whatsoever, more than 95 percent of persons
who smoke buy filtered brands in the false belief that they are
safer. Yet this bill will not ban the filter, the biggest and longest
running scam of big tobacco.

Similarly, when the Federal Trade Commission mandated that
tar and nicotine levels be printed on cigarette advertisements, to-
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bacco companies were only too happy to oblige. Carlton is lowest.
It’s official, confirmed by the U.S. Government, now is lowest. To
this day, hardly a day goes by when a patient doesn’t proudly tell
me, but doc, I smoke Marlboro Lights because it’s got only one mil-
ligram of tar. I try to tell these young ladies that they are being
duped but they don’t want to believe it.

Few consumers have caught on that such numbers mean noth-
ing. History has shown that the tobacco industry has circumvented
every attempt to impose Federal regulations on cigarette mar-
keting. The goal of the Cigarette Advertising and Labeling Act of
1970 was to remove cigarette ads from the broadcast media but no
sooner had the commercials ended than televised sporting events
began, such as Nascar Winston Cup racing and the Virginia Suns
Women’s Tennis Circuit, providing even greater cigarette brand
image exposure than ever.

We still see Marlboro logos on TV, auto racing worldwide. Re-
search has documented that the kinds of marketing restrictions im-
posed by this bill are not effective in reducing youth exposure to
cigarette advertising. The proposed FDA bill will simply change
who is committing consumer fraud. Currently, it is still the tobacco
companies marketing reduced tar and nicotine cigarettes in a way
that deceives consumers into believing that these products are
safer. If the FDA bill is enacted, then the Government will be doing
the dirty work for the tobacco companies. Small wonder why Philip
Morris embraces this bill, which will permit it to tell consumers
that it is complying with strict product safety standards, making
government-approved cigarettes.

In summary, there is no evidence that this bill will save any lives
at all. It goes from A to Z without telling us how B to Y are going
to work. To the contrary, the bill will perpetuate great harm to its
grandfathering of high risk cigarette products, its hindering of the
introduction of reduced risk, noncombustible tobacco products and
its eliminating litigation for consumer fraud. However well in-
tended, the bill is misguided. It could well be renamed, the Marl-
boro Protection Act. It should carry its own Surgeon General’s
warning that this legislation is deceptive and it will prove dev-
astating to public health.

[The prepared statement of Dr. Blum follows:]

PREPARED STATEMENT OF ALAN Brum, M.D.

Mr. Chairman and members of the committee, the public trusts the Food and
Drug Administration (FDA) to safeguard the medicines and food products that con-
tribute to good health and well-being. Having served as a member of an FDA advi-
sory panel, I have great respect for this agency’s work in assuring the safety of
medications and medical devices used in the diagnosis and treatment of disease.

As we have known for decades, cigarettes are the Nation’s leading cause of can-
cers, heart disease, and emphysema. Placing our most lethal consumer product
under the control of the Food and Drug Administration makes no sense. Asking this
agency to promulgate “product safety standards” for this death-dealing device is an
oxymoron and will perpetuate the myth that cigarettes can be made safer. Safer
than what, one might ask, fresh air?

The championing of this bill by Philip Morris USA, America’s top cigarette manu-
facturer with 50 percent of the market, should prompt skepticism about the meas-
ure and its alleged public health benefits. Reading the fine print bears this out.
Consider these three points:

First, the bill would stringently regulate new and potentially less hazardous to-
bacco products but would not apply these same standards to the most harmful form
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of tobacco, namely Marlboro and other existing cigarettes which cause the deaths
of nearly half a million Americans each year.

Second, although the bill will enable the FDA to prevent the introduction of new
cigarette brands, it seems inappropriate for the protection of public health that the
bill permits Marlboro and the other most popular existing cigarette brands to re-
n}llain on the market, even though they are far and away the leading public health
threat.

Third, although the bill specifically bans the use of strawberry, grape, chocolate,
or similar flavoring additives in cigarettes, it does not require the FDA to eliminate
(or even reduce the level of) toxic gases, including hydrogen cyanide or the more
than 40 known cancer-causers in cigarette smoke such as benzene and radioactive
polonium. The agency would be given the authority to take such action but there
is no mandate to regulate these poisons.

The only sensible and ethical action for a health agency charged with regulating
cigarettes could be to ban them, which is an unrealistic prohibition.

As Yogi Berra would say, this bill is déja vu all over again. For more than 70
years, every newly published scientific report on the countless diseases caused by
cigarette smoking was disputed by the tobacco industry, which claimed more re-
search was needed and which promised to remove any constituents of smoke that
might be found to cause disease. This led to a proliferation of marketing gimmicks
to allay growing public anxiety about smoking, foremost among them filters that
promised “Double-barrelled health protection,” or claimed to be “Just what the doc-
tor ordered,” or in at least one instance was made of asbestos.

In spite of the fact that the cigarette filter does not confer any reduced health risk
whatsoever, more than 95 percent of persons who smoke buy filtered brands in the
false belief that they are safer. The second most sensible and ethical action for a
health agency charged with regulating cigarettes would be to ban the filter, but this
would hardly pass muster with Philip Morris.

When the Federal Trade Commission mandated that tar and nicotine levels be
printed on cigarette packs and in advertisements, tobacco companies were only too
happy to engage in a “tar derby.” “Carlton is lowest,” was a long-running ad cam-
paign. “It’s Official: U.S. Government proves NOW is lowest,” was another. Few con-
sumers caught on that such numbers are meaningless. It’s akin to advertising Won-
der Bread as having “only one ounce of poison in every loaf” or Campbell’s touting
its soups as “low-arsenic.” Hardly a week goes by when a patient doesn’t proudly
tell me, “But Doc, I smoke Carlton ’cause it’s got only 1 milligram of tar.” I try to
tell these women they’re being duped, but it’s very difficult.

History has shown that the tobacco industry has outwitted us at every attempt
to impose Federal regulation on cigarette manufacture and marketing. The main
goal of the Federal Cigarette Advertising and Labeling Act of 1970 was to remove
cigarette ads from the broadcast media. Yet no sooner had cigarette commercials left
the airwaves than televised sporting events such as NASCAR Winston Cup and The
Virginia Slims Women’s Tennis Circuit began airing for hours on end, providing
even greater cigarette brand name exposure than ever before. Today we still see
Marlboro logos on televised auto racing worldwide.

Tobacco companies have also out-maneuvered health advocates who believed they
had found a way to utilize the industry’s money to fund anti-smoking education. The
Master Settlement Agreement of 1998 has resulted in a tiny fraction of settlement
funding being directed toward smoking prevention and cessation programs. Only
four States are currently allocating to tobacco prevention the minimum amount rec-
ommended by the Centers for Disease Control and Prevention; all told, only 2.6 per-
cent of tobacco revenues are being spent on tobacco prevention and cessation.

Meanwhile, Philip Morris has not skipped a beat in cultivating financial relation-
ships with dozens of career centers at universities across the country in an aggres-
sive attempt to recruit college students as Marlboro sales interns and Marlboro ter-
ritory sales managers. Thus these well-educated individuals who are least likely to
smoke are being hired to promote cigarettes to the least educated and poorest sec-
tors of our population. Bold ads in college newspapers brag about Philip Morris’ in-
novative, redefined marketing strategies. When I asked one student why he was
interviewing with Philip Morris, he told me “It’s a great company. They don’t just
sell cigarettes. They help prevent smoking.”

Instead of concentrating on regulation, we should be putting most of our efforts
into reducing demand, especially major multimedia paid counter-advertising cam-
paigns that young people will see daily and remember. In other words, we need to
fight smoke with fire.

Research has documented that the kinds of marketing restrictions imposed by this
bill are not effective in reducing youth exposure to cigarette advertising. There are
simply too many venues for tobacco companies to market their products, and any-
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thing short of a near-total ban on advertising and promotion of tobacco products
(which could violate the first amendment) is unlikely to have a substantial effect
on youth smoking.

There is no evidence that the system of product safety standards set up by the
bill would result in a safer product. Essentially, the bill gives the FDA a mandate
which it cannot carry out. The only way to know whether any reductions in specific
constituents of tobacco smoke would result in a safer product would be to conduct
long-term studies, using smokers as guinea pigs. Perhaps some would view that as
acceptable because the product is dangerous anyway. However, the problem is that
smokers are going to assume that these reduced exposure products are safer.

There are an estimated 40 compounds in tobacco smoke that cause cancer. What
sense does it make to require the manufacturers to take out 2 or 3 of them or even
25?7 What if smokers then believe that this is a safer product and start smoking
more? This approach will kill people, not save lives.

The bill would make it virtually impossible for modified risk products to enter the
market, while at the same time permitting reduced exposure products to be falsely
marketed as reduced risk products. At least that’s how consumers are going to per-
ceive them. How else would someone interpret a claim of reduced exposure?

The bill will diminish the public’s appreciation of the inherent, irredeemable
harmfulness of cigarettes. By promulgating health standards, the FDA will be fos-
tering the perception that cigarettes are now safer to smoke. Few of my patients
who still smoke realize that there are 4,000 poisons and 40 cancer-causers in ciga-
rette smoke. If they are told that the nitrosamines have been reduced or removed,
they are going to assume that a problem has been taken care of. Since we know
that smoking prevalence is directly proportional to the degree of perceived harm
from smoking, this will lead to an increase in smoking prevalence, compared to
what would have occurred without this bill.

In her opinion, in the Department of Justice lawsuit against the tobacco compa-
nies, Judge Gladys Kessler ruled last year that decade after decade the defendants
had engaged in fraud by marketing cigarettes that rated lower tar and nicotine
yields via machine testing in a way that misled consumers to believe that these
product offered a health benefit over higher machine-yield products. The basis of her
decision was the body of literature demonstrating that machine-yields of nicotine
and other tobacco smoke constituents have no direct relationship with actual human
fxpolsure, and thus with actual health risk, either on an individual or a population
evel.

The bill implies that reductions in nicotine yields would be a good thing. But the
reality is that reduced nicotine yields could be harmful to public health because they
would likely increase cigarette consumption due to the smoker compensating by in-
haling more deeply leading to increased exposure to poisons (tar and toxic gases)
and resulting in higher rates of lung cancer and emphysema.

The proposed FDA bill will simply change who is committing consumer fraud.
Currently, it’s still the cigarette companies, marketing reduced tar and nicotine
cigarettes in a way that deceives consumers into believing that these products are
known to be safer. If the FDA bill is enacted, then the government will be doing
the dirty work. Small wonder why Philip Morris embraces this legislation. It com-
pletely removes the risk of litigation for fraud, yet allows the tobacco companies to
tell consumers that they are complying with stringent product safety standards, as-
suring a safer product produced under the nose of the FDA.

In summary, I regret that there is no evidence to suggest that this bill will save
any lives at all. To the contrary, there is well-documented evidence to suggest that
the legislation will not reduce the risks of cigarette smoking. The bill is likely to
cause harm through its grandfathering of high-risk products; its hindering of the in-
troduction of reduced risk products; its eliminating litigation for fraud; and its in-
hibiting tougher State and local legislative tobacco control efforts.

However well-intended, the Family Smoking Prevention and Tobacco Control Act
is misguided. While setting up an impossible standard for new products, it gives the
most harmful (and most consumed) existing product a free ride. This bill could well
become known as the Marlboro Protection Act. At the very least, it should come
Kitlll hits own Surgeon General’s warning: “This legislation is harmful to public

ealth.”

This submission is an extension of a commentary in the medical journal, The Lan-
cet, co-authored with Michael Siegel, M.D., Professor of Social and Behavioral
Sciences, Boston University School of Public Health. (Siegel M., Blum A. FDA regu-
lation of tobacco: reprieve for the Marlboro man? Lancet 2006; 368: 266—68.) I also
relied on additional critical analysis of the Family Smoking Prevention and Tobacco
Control Act by Dr. Siegel (mbsiegel@bu.edu).
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Warning: The Surgene:Generel Has Detarmined
ThatGigarette Smoking ls Dengerous to Yeur Healthl.

The CHAIRMAN. Ms. Shames.

STATEMENT OF LISA SHAMES, ACTING DIRECTOR, NATURAL
RESOURCES AND ENVIRONMENT TEAM, GOVERNMENT
ACCOUNTABILITY OFFICE, WASHINGTON, DC

Ms. SHAMES. Thank you. Chairman Kennedy, Senator Enzi and
members of the committee, I am pleased to be here today to
present GAO’s findings on the State’s tobacco settlement payments
under the Master Settlement Agreement.
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There have already been a number of references to the MSA. As
you know, in 1998, 46 States signed what is called the Master Set-
tlement Agreement, with four of the largest tobacco companies. The
States sued these companies to be reimbursed for healthcare costs
caused by the public’s use of tobacco.

The settlement was the largest civil settlement in U.S. history.
It committed the tobacco companies to pay what was then an esti-
mated $200 billion over the first 25 years. Payments are to con-
tinue in perpetuity. Congress required GAO to report annually on
how the 46 States allocated their tobacco settlement payments.

This morning, I will present our findings from these reports.

First, we found collectively that States received over $52 billion
in tobacco settlement payments over fiscal years 2000—2005. Of the
$52 billion, about $36 billion were payments from the tobacco com-
panies and about $16 billion were advance payments that 15 States
received by issuing bonds, backed by their future payments from
the tobacco companies. Annually, total payments ranged from a
high of $14.1 billion in 2001 to a low of $5.8 billion in fiscal year
2005. These total payments varied because they are adjusted for
fluctuations in cigarette sales, inflation and other variables.

Second, we found that States have allocated their payments to a
wide variety of activities. Let me emphasize that the Master Settle-
ment Agreement imposed no restrictions on how States could spend
these payments. Some States told us that they viewed the tobacco
settlement payments as an opportunity to fund those needs that
they were not able to fund in the past, because of the high cost of
healthcare.

Many States deliberated, such as through special commissions,
on how to allocate their payments. This chart to my left shows how
the States allocated their payments, from fiscal years 2000-2005.
The purple slice shows States allocated the largest portion of their
total payments, 30 percent or $16.8 billion, toward healthcare ac-
tivities, such as Medicaid, health insurance, hospitals, medical
technology and research. The white slice shows a closely related
category, tobacco control. States allocate about $1.9 billion or 3.5
percent of their total payments. Tobacco control addresses preven-
tion, education enforcement and cessation activities. The red slice
shows States allocated the second largest portion of their pay-
ments, about 23 percent or $12.8 billion, to help balance their
budgets or reduce their deficits.

In descending order, States used their tobacco settlement pay-
ments on general purposes and for structure projects, education
and debt service on secure-type funds. The other tan slice category
includes economic development for tobacco regions, social services
reserve funds, tax reductions and payments to tobacco growers.

In summary, tobacco settlement payments have varied from
State to State and from year to year. The Master Settlement
Agreement imposed no restrictions on how States could spend
these settlement payments. As such, the States have allocated their
payments to a wide variety of activities. States allocated the larg-
est portion of their payments toward healthcare and the second
largest to budget shortfalls.
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Mr. Chairman, this concludes my statement. I'd be pleased to re-
spond to any questions that you or other members of the committee
may have.

[The prepared statement of Ms. Shames follows:]

PREPARED STATEMENT OF LISA SHAMES

TOBACCO SETTLEMENT—STATES’ ALLOCATIONS OF PAYMENTS FROM TOBACCO
COMPANIES FOR FI1SCAL YEARS 2000 THROUGH 2005

WHY GAO DID THIS STUDY

In the 1990s, States sued major tobacco companies to obtain reimbursement for
health impairments caused by the public’s use of tobacco. In 1998, four of the Na-
tion’s largest tobacco companies signed a Master Settlement Agreement, agreeing to
make annual payments to 46 States in perpetuity as reimbursement for past to-
bacco-related health care costs. Some States have arranged to receive advance pro-
ceeds based on the amounts that tobacco companies owe by issuing bonds backed
by future payments.

This testimony discusses (1) the amounts of tobacco settlement payments that the
States received from fiscal years 2000 through 2005, the most recent year for which
GAO has actual data, and (2) the States’ allocations of these payments. We also in-
clude States’ projected fiscal year 2006 allocations.

The Farm Security and Rural Investment Act of 2002 required GAO to report an-
nually, through fiscal year 2006, on how States used the payments made by tobacco
companies. GAO based this testimony on five annual surveys of these 46 States’
Master Settlement Agreement payments and how they allocated these payments.

WHAT GAO FOUND

From fiscal year 2000 through 2005, the 46 States party to the Master Settlement
Agreement received $52.6 billion in tobacco settlement payments. Of the $52.6 bil-
lion total, about $36.5 billion were payments from the tobacco companies and about
$16 billion were advance payments which several States had arranged to receive by
issuing bonds backed by their future payments from the tobacco companies.

The Master Settlement Agreement imposed no restrictions on how States could
spend their payments, and as such, the States have chosen to allocate them to a
wide variety of activities. Some States told us that they viewed the settlement pay-
ments as an opportunity to fund needs that they were not able to fund previously
due to the high costs of health care. States allocated the largest portion of their pay-
ments to health care—$16.8 billion or 30 percent—which includes Medicaid, health
insurance, hospitals, medical technology, and research. States allocated the second
largest portion to cover budget shortfalls—about $12.8 billion or about 22.9 percent.
This category includes allocations to balance State budgets or reduce deficits that
resulted from lower than anticipated revenues, increased mandatory spending, or
essential expenditures. Included among the next largest categories are allocations
for infrastructure projects, education, debt service on securitized proceeds, and to-
bacco control.
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Categoeries 1o Which States Allosated Their Tobacco Settfement Payments
And Securitized Proceeds (Fiscal Years 2000-2005}
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Mr. Chairman and members of the committee, I am pleased to be here today to
contribute to your deliberation on the need for the Food and Drug Administration
to regulate tobacco products. Tobacco use is the leading cause of preventable death
in the United States. Most adults who use tobacco started using it between the ages
of 10 and 18. A Surgeon General’s report to the Congress concluded that preventing
youth from starting to use tobacco is key to reducing tobacco-related deaths and dis-
ease. The Centers for Disease Control and Prevention reported a few years ago that,
on average, more than 440,000 deaths and $76 billion in medical expenditures are
attributable to cigarette smoking annually. Reducing tobacco-related deaths and the
incidence of disease, along with their associated costs, is a significant public health
challenge.

Beginning in the mid-1990s, States sued the major tobacco companies for reim-
bursement of the cost of health impairments caused by the public’s use of tobacco.
The States alleged that the industry had violated antitrust and consumer protection
laws, withheld information about the adverse health effects of tobacco, manipulated
nicotine levels to keep smokers addicted, and conspired to keep less risky and less
addictive tobacco products out of the market. Forty six States,! along with the Dis-
trict of Columbia and the five U.S. territories, negotiated and signed a settlement
agreement, called the Master Settlement Agreement, with four of the largest tobacco
companies—Philip Morris, USA; R.J. Reynolds Tobacco Company; Brown &
Williamson Tobacco Corporation; and Lorillard Tobacco company. The settlement
was the largest civil settlement in U.S. history. It committed the tobacco companies
to pay the 46 States an estimated $200 billion 2 over the first 25 years of the agree-
ment, with payments to continue in perpetuity. In addition, it restricted the tobacco
companies’ marketing and advertising practices, among other things.

Today, I will focus on how the 46 States party to the Master Settlement Agree-
ment have allocated their settlement payments. Specifically, I will discuss (1) the
amounts of Master Settlement Agreement payments that the States received from
fiscal years 2000 through 2005, the most recent year for which we have actual data,
and (2) the States’ allocations of these payments. The Farm Security and Rural In-
vestment Act of 2002 (the 2002 Farm bill) required GAO to report annually, from
fiscal years 2002 through 2006, on how these 46 States used their Master Settle-
ment Agreement payments.3 My testimony is based primarily on these annual re-
ports.

1The four States that are not party to the Master Settlement Agreement—Florida, Minnesota,
Mississippi, and Texas—reached earlier, individual settlements with the tobacco companies.

2This original estimate does not take into account adjustments in tobacco companies’ pay-
ments that have and will occur.

3GAO, Tobacco Settlement: States’ Allocations of Phase II Funds, GAO-03-262R (Washington,
DC.: Dec. 3, 2002); GAO, Tobacco Settlement: States’ Allocations of Fiscal Years 2002 and 2003
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Our reports were based on our yearly surveys of the 46 States. Each year we
asked the States to report (1) the amount of payments they received for the current
State fiscal year, (2) the amount of payments they expected to receive for the next
State fiscal year, and (3) their allocations of these payments among 13 spending cat-
egories. We independently corroborated the States’ data to the extent possible by
analyzing budget-related and legislative documents, and interviewing State budget
officials, staff from State attorneys generals’ offices and governors’ offices and others
as needed to clarify information. We performed our work in accordance with gen-
erally accepted government auditing standards.

In summary, from fiscal year 2000 through fiscal year 2005, the States received
$52.6 billion in Master Settlement Agreement payments from the tobacco companies
in amounts that varied from state-to-state and from year to year. Of the $52.6 bil-
lion, about $36.5 billion were payments from the tobacco companies and about $16
billion were advance payments (securitized proceeds) that 15 States arranged to re-
ceive by issuing bonds backed by their future payments from the tobacco companies.
The annual payments from the tobacco companies’ are adjusted based on several
factors that include fluctuations in the volume of cigarette sales, inflation, and other
variables, such as the participating companies’ shares of the tobacco market. Also,
each State’s share of the tobacco companies’ annual payments is a fixed percentage
based on smoking-related health care costs, which reflect population and smoking
prevalence.

The Master Settlement Agreement imposed no restrictions on how States could
spend these settlement payments and, as such, the States have allocated their pay-
ments to a wide variety of activities. Some States told us that they viewed the set-
tlement payments as an opportunity to fund needs that they were not able to fund
previously due to the high costs of health care. States allocated the largest portion
of their payments—30 percent or $16.8 billion—toward health care activities such
as Medicaid, health insurance, hospitals, medical technology, and research. States
allocated the second largest portion of their payments—about 23 percent or $12.8
billion—to help balance State budgets or reduce deficits that resulted from lower
than anticipated revenues, increased mandatory spending, or essential expenditures.

In descending order, the next largest categories where States used their tobacco
settlement payments were general purposes, infrastructure projects, education, debt
service on securitized funds, and tobacco control.

STATES’ ANNUAL TOBACCO SETTLEMENT PAYMENTS HAVE VARIED

The 46 States reported receiving a total of nearly $52.6 billion in payments in
varying annual amounts from fiscal year 2000 through fiscal year 2005. Of the near-
ly $Y52.6 billion, about $36.5 billion were payments from the tobacco companies and
about $16 billion were securitized proceeds that 15 States arranged to receive, as
shown in table 1.

Table 1.—Master Settlement Agreement Payments and Securitized Proceeds Received by the 46
States (Fiscal Years 2000-2005)

Fiscal year Payments Securitized proceeds Total
2000-2001 $13,200,000,000 $928,900,000 |  $14,128,900,000
2002 6,238,393,496 3,838,376,465 10,076,769,961
2003 6,306,329,459 6,482,764,469 12,789,093,928
2004 5,340,128,223 4,374,698,723 9,714,826,946
2005 5,453,132,303 389,977,667 5,843,109,970
Total $36,537,983,481 |  $16,014,717,324 |  $52,552,700,805

Sources: GAO-01-851, GA0-03-407, GAO-04-518, GAO-05-312, GAO-06-502, State budget offices or their designees, and GAO analysis.
Note: This table does not include payments to cities and counties in California and New York.

The tobacco companies’ annual payments are adjusted based on several factors
contained in the Master Settlement Agreement that include fluctuations in the vol-
ume of cigarette sales, inflation, and other variables, such as the participating com-
panies’ share of the tobacco market. Declining tobacco consumption alone would re-

Master Settlement Agreement Payments, GAO-03-407 (Washington, DC.: Feb. 28, 2003); GAO,
Tobacco Settlement: States’ Allocations of Fiscal Year 2003 and Expected Fiscal Year 2004 Pay-
ments, GAO-04-518 (Washington, DC.: Mar. 19, 2004); GAO, Tobacco Settlement: States’ Alloca-
tions of Fiscal Year 2004 and Expected Fiscal Year 2005 Payments, GAO-05-312 (Washington,
DC.: Mar. 21, 2005); and GAO, Tobacco Settlement: States’ Allocations of Fiscal Year 2005 and
Expected Fiscal Year 2006 Payments, GAO-06-502 (Washington, DC.: April 11, 2006).
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sult in lower Master Settlement Agreement payments than originally expected. To-
bacco consumption has declined since the Master Settlement Agreement was signed
in 1998—by about 6.5 percent in 1999 alone—mostly due to one-time increases in
cigarette prices by the tobacco companies after the agreement took effect. Analysts
project that, in the future, tobacco consumption will decline by an average of nearly
2 percent per year.* As a result, tobacco consumption is estimated to decline by 33
percent between 1999 and 2020.

However, the Master Settlement Agreement also includes an inflation adjustment
factor that some analysts have estimated increases payments more than any de-
creases caused by reduced consumption. The inflation adjustment equals the actual
percentage increase in the Consumer Price Index for the preceding year or 3 per-
cent, whichever is greater. The effect of these compounding increases is potentially
significant, especially given that the payments are made in perpetuity. Assuming
a 3-percent inflation adjustment and no decline in base payments, settlement
amounts received by States would double every 24 years.

Also, several tobacco companies’ interpretation of the provision that addresses
participants’ market share led them to lower their payments in 2006. Under this
provision, an independent auditor determined that participating tobacco companies
lost a portion of their market share to nonparticipating companies. An economic re-
search firm determined that the Master Settlement Agreement was a significant
factor in these market share losses. Based on these findings, several participating
companies reduced their fiscal year 2006 payments by a total of about $800 million.
Many States have filed suit to recover these funds.

Each State’s share of the tobacco companies’ total annual payments is a fixed per-
centage that was negotiated during the settlement. These percentages are based on
two variables related to each State’s smoking-related health care costs, which reflect
each State’s population and smoking prevalence. In general, the most populous
States receive a larger share of the tobacco companies’ total annual payments than
the less populous States. For example, California and New York each receive about
13 percent, while Alaska and Wyoming each receive less than 1 percent. However,
these percentages are not strictly proportional to population.

In addition to the annual payments States receive, the Master Settlement Agree-
ment requires that a Strategic Contribution Fund payment begin in 2008 and con-
tinue through 2017. The base amount of each year’s Strategic Contribution Fund
payment is $861 million, which will be adjusted for volume and inflation and shared
among the States. Strategic Contribution Fund payments are intended to reflect the
level of the contribution each State made toward final resolution of their lawsuit
against the tobacco companies. They will be allocated to the States based on a sepa-
rate formula developed by a panel of former State attorneys general.

STATES ARE EXERCISING THEIR FLEXIBILITY TO USE TOBACCO SETTLEMENT PAYMENTS
FOR A WIDE VARIETY OF ACTIVITIES

The Master Settlement Agreement imposed no restrictions on how States could
spend their settlement payments and, as such, the States have allocated their pay-
ments® to a wide variety of activities, with health-related activities the largest
among them. As part of their decisionmaking on how to spend their payments, some
States established planning commissions and working groups to develop rec-
ommendations and strategic plans for allocating their States’ payments. In six
States, voter-approved initiatives restricted use of the funds and, in 30 States, the
legislatures enacted laws restricting their use.

Overall, we identified 13 general categories to which States have allocated their
Master Settlement Agreement payments, as shown in table 2. Appendix I provides
more details on the categories to which States allocated their payments.

Table 2—Amount and Percentage of States’ Allocations of Master Settlement Agreement
Payments and Securitized Proceeds by Category, Fiscal Years 2000—2005

[Dollars in millions and percent]

Category Dollars Percent

Health $16,807 30.0
Budget shortfalls 12,806 22.9

4 Cigarette consumption peaked in 1981 and has been declining since.

5When States allocate payments, they may include carry-over funds from prior years and in-
terest earned; therefore, in any 1 year, States’ payments and securitized proceeds may not equal
payments allocated for spending.
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Table 2.—Amount and Percentage of States’ Allocations of Master Settlement Agreement
Payments and Securitized Proceeds by Category, Fiscal Years 2000—2005—Continued

[Dollars in millions and percent]

Category Dollars Percent

Unallocated 6,639 11.9
General purposes 3,955 7.1
Infrastructure 3,350 6.0
Education 3,078 5.5
Debt service on securitized funds 3,005 5.4
Tobacco control 1,943 35
Economic development for tobacco regions 1,490 2.7
Social services 961 1.7
Reserves/rainy day funds 810 1.4
Tax reductions 616 1.1
Payments to tobacco growers 521 0.9

Total $55,981 100.1

Source: GAO analysis of data from State budget offices and their designees.
Note: Percentages do not total to 100 due to rounding. Also, States’ allocations do not match the payment amounts on an annual basis
because States have carried over funds from 1 year to the next and earned interest on their payments.

States allocated the largest portion of their payments—about $16.8 billion, or 30
percent of the total payments—to health-related activities. To a closely related cat-
egory—tobacco control—States allocated $1.9 billion, or 3.5 percent of their total

ayments. States allocated the second largest portion of their payments—about
512.8 billion or 22.9 percent—to cover budget shortfalls. Some States told us that
they viewed the settlement payments as an opportunity to fund needs that they
were not able to fund previously due to the high cost of health care. Figure 1 illus-
trates the relative magnitude of the categories receiving allocations.

m ———

Figure 1: States’ Al i of Master Settl and
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The seven largest categories of allocations, in descending order, are health, budget
shortfalls, general purposes, infrastructure, education, debt service on securitized
funds, and tobacco control. States’ allocations to these categories have varied consid-
erably from year to year—with some categories showing wide fluctuations. For ex-
ample, for budget shortfalls, the States allocated from 2 to 44 percent of the total
payments. On the other hand, for health care, the States allocated from 20 to 38
percent of the total payments. Figure 2 shows these annual changes for these seven
categories.
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Figure 2 Stat_as’ Allocations of Combinerd Master Ag F and Securitized Proceeds to Seven
Catagories, Fiscal Years 2000 through 200%; and Expected Allocations for Fiscal Year 2006
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Information about how States have allocated their Master Settlement Agreement
payments follows.

Health.—From fiscal years 2000 through 2005, States allocated about $16.8 billion
of their Master Settlement Agreement payments to a variety of health care pro-
grams, including Medicaid; health insurance; cancer prevention, screening, and
treatment; heart and lung disease; and drug addiction. Over this period, the
amounts States allocated to health care ranged from about $1.9 billion in fiscal year
2005 to nearly $4.8 billion in fiscal years 2000-2001 combined.

In fiscal year 2005, the most recent year for which we collected actual data, 36
of the 46 States allocated some of their Master Settlement Agreement payments to
health care. Of the 36 States, 5 States allocated two-thirds or more of their pay-
ments to health care; 19 States allocated one-third to two-thirds; and 12 States allo-
cated less than one-third. Ten States did not allocate any of their payments to
health care activities. In fiscal year 2005, Pennsylvania, Illinois, Michigan, and
Maryland allocated larger amounts to health care than the other States. Pennsyl-
vania allocated over $326 million of its payments to health care programs for adult
health insurance, uncompensated care, medical assistance for workers with disabil-
ities, and community medical assistance. Illinois allocated nearly $204 million of its
payments to health care, citing Medicaid drugs as a key program that would receive
funds. Michigan allocated over $185 million of its payments to areas such as elder
pharmaceutical assistance and Medicaid support programs. Maryland allocated
nearly $100 million of its payments to areas such as Medicaid; cancer prevention,
screening, and treatment; heart and lung disease; and drug addiction.

Budget Shortfalls.—From fiscal years 2000 through 2005, States allocated about
$12.8 billion of their Master Settlement Agreement payments to budget shortfalls.
Over this period, the amounts the States allocated to budget shortfalls ranged from
a high of about $5.1 billion, or 44 percent of the total payments in fiscal year 2004,
to $261 million, or 4 percent in fiscal year 2005. In fiscal year 2005, only 4 of the
46 States allocated some of their Master Settlement Agreement payments to budget
shortfalls. Of these States, only Missouri allocated more than one-third of its total
payments—about $72 million—to budget shortfalls.

General Purposes.—From fiscal years 2000 through 2005, States allocated about
$4 billion of their Master Settlement Agreement payments to general purposes, in-
cluding law enforcement, community development activities, technology develop-
ment, emergency reserve funds, and legal expenses for enforcement of the Master
Settlement Agreement. Over this period, the amounts States allocated to general
purposes ranged from $623 million, or about 5 percent of the total payments they
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allocated in fiscal years 2000-2001 combined, to about $1.1 billion, or 8 percent in
fiscal year 2003.

In fiscal year 2005, 27 of the 46 States allocated some of their Master Settlement
Agreement payments to general purposes. Of these 27 States, 4 States allocated
two-thirds or more of their total payments to general purposes; 2 States allocated
one-third to two-thirds; and 21 States allocated less than one-third. Nineteen States
did not allocate any of their payments to general purposes. Massachusetts, Ten-
nessee, Connecticut, and Colorado allocated the largest amounts to general purposes
in fiscal year 2005. Massachusetts allocated nearly $255 million of its payments to
general purposes for its General Fund, Tennessee allocated nearly $157 million of
its payments to its General Fund, and Connecticut allocated about $113 million of
its payments to its General Fund. Colorado allocated about $64.5 million of its pay-
ments to general purposes, but did not specify which programs would receive funds.

Infrastructure.—From fiscal years 2000 through 2005, States allocated about $3.4
billion of their Master Settlement Agreement payments to infrastructure-related ac-
tivities, including capital maintenance on State-owned facilities, regional facility
construction, and water projects. Over this period, the amounts States allocated to
infrastructure have ranged from $31 million, or about 1 percent of the total pay-
ments in fiscal year 2005, to about $1.2 billion, or 10 percent in fiscal year 2002.

In fiscal year 2005, 5 of the 46 States allocated some of their Master Settlement
Agreement payments to infrastructure. Of these 5 States, North Dakota was the
only State that allocated more than one-third of its total payments to infrastructure.
North Dakota, Hawaii, and Kentucky allocated the largest amounts to infrastruc-
ture in fiscal year 2005. North Dakota allocated about $10.5 million of its payments
to infrastructure for work on water projects. Hawaii allocated approximately $10
million of its payments to infrastructure, citing debt service on University of Hawaii
revenue bonds issued for the new Health and Wellness Center as a primary pro-
gram that would receive funds. Kentucky allocated $6.1 million of its payments to
service debt on such things as water resource development and a Rural Develop-
ment Bond Fund.

Education.—From fiscal years 2000 through 2005, States allocated about $3 bil-
lion of their Master Settlement Agreement payments to education programs, includ-
ing early childhood development; special education; scholarships; after-school serv-
ices; and reading programs. Over this period, the amounts States allocated to edu-
cation ranged from between $280 million or 2 percent of the total payments in fiscal
year 2004, to over $1.1 billion, or 9 percent, in fiscal year 2002.

In fiscal year 2005, 16 of the 46 States allocated some of the Master Settlement
Agreement payments to education. Of the 16 States, only New Hampshire allocated
more than two-thirds of its total payments to education; 4 States allocated between
one-third and two-thirds to education; and 11 States allocated less than one-third.
Thirty States did not allocate any of their payments to education-related activities.
Michigan, New Hampshire, Nevada, and Colorado allocated the largest amounts to
education in fiscal year 2005. Michigan allocated over $99 million of its payments
to education for Merit Award scholarships and tuition incentive grants for higher
education students; the Michigan Educational Assessment Program testing for K-
12 students, nursing scholarships, the Michigan Education Savings Plan, and gen-
eral higher education support. New Hampshire allocated $40 million of its payments
to areas such as an Education Trust Fund, which distributes grants to school dis-
tricts in the State. Nevada allocated about $33 million of its payments to education
programs, citing a scholarship program for Nevada students attending Nevada’s
higher education institutions as a key recipient. Colorado allocated over %16 million
of its payments to education, including its Read to Achieve program.

Debt Service on Securitized Funds.—From fiscal years 2000 through 2005, States
allocated about $3 billion of their Master Settlement Agreement payments to serv-
icing debt on securitized funds. This category consists of amounts allocated to serv-
icing the debt issued when a State securitizes all or a portion of its Master Settle-
ment Agreement payments. Over this period, the amounts States allocated for this
purpose have ranged from $271 million, or about 2 percent of the total payments
in fiscal year 2002, to about $1.4 billion, or about 24 percent, in fiscal year 2005.
In fiscal year 2005, four States—California, Rhode Island, South Carolina, and Wis-
consin—allocated 100 percent of their Master Settlement Agreement payments to
servicing debt on securitized funds, while New Jersey allocated just under 100 per-
cent. In addition, Alaska, Louisiana, and South Dakota, allocated more than half of
their payments for this purpose. In fiscal year 2005, California and New York allo-
cated the largest amounts to servicing debt on securitized funds.

Tobacco Control.—From fiscal years 2000 through 2005, States allocated about
$1.9 billion of their Master Settlement Agreement payments to tobacco control pro-
grams, including prevention, cessation, and counter marketing. Over this period, the
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amounts States allocated to tobacco control ranged from $790 million, or about 6
percent of the total payments in fiscal years 2000—2001 combined, to $223 million,
or about 2 percent, in fiscal year 2004.

In fiscal year 2005, 34 of the 46 States allocated some of their Master Settlement
Agreement payments to tobacco control programs. Of the 34 States, Wyoming allo-
cated more than one-third of its payments to tobacco control, while 33 States allo-
cated less than one-third. Twelve States did not allocate any of their payments to
tobacco control-related programs.

Pennsylvania and Ohio allocated more than the other States to tobacco control—
about $44 million and $37 million, respectively—in fiscal year 2005.

Mr. Chairman, this concludes my prepared statement. I would be pleased to re-
spond to any questions that you or other members of the committee may have.

APPENDIX I: CATEGORIES OF STATES’ ALLOCATIONS

To standardize the information reported by the 46 States, we developed the fol-
lowing categories and definitions for the program areas to which States allocated
their payments.

Budget Shortfalls.—This category is comprised of amounts allocated to balance
State budgets and close gaps or reduce deficits resulting from lower than antici-
pated revenues or increased mandatory or essential expenditures.

Debt Service on Securitized Funds.—This category consists of amounts allocated
to service the debt on bonds issued when the State securitized all or a portion of
its Master Settlement Agreement payments.

Economic Development for Tobacco Regions.—This category is comprised of
amounts allocated for economic development projects in tobacco States such as infra-
structure projects, education and job training programs, and research on alternative
uses of tobacco and alternative crops. This category includes projects specifically de-
signed to benefit tobacco growers as well as economic development that may serve
a larger population within a tobacco State.

Education.—This category is comprised of amounts allocated for education pro-
grams such as day care, preschool, Head Start, early childhood education, elemen-
tary and secondary education, after-school programs, and higher education. This
category does not include money for capital projects such as construction of school
buildings.

General Purposes.—This category is comprised of amounts allocated for attorneys’
fees and other items, such as law enforcement or community development, which
could not be placed into a more precise category. This category also includes
amounts allocated to a State’s general fund that were not earmarked for any par-
ticular purpose. Amounts used to balance State budgets and close gaps or reduce
deficits should be categorized as budget shortfalls rather than general purposes.

Health.—This category is comprised of amounts allocated for direct health care
services; health insurance, including Medicaid and the State Children’s Health In-
surance Program (SCHIP); hospitals; medical technology; public health services; and
health research. This category does not include money for capital projects such as
construction of health facilities.

Infrastructure.—This category is comprised of amounts allocated for capital
projects such as construction and renovation of health care, education, and social
services facilities; water and transportation projects; and municipal and State gov-
ernment buildings. This category includes retirement of debt owed on capital
projects.

Payments to Tobacco Growers.—This category is comprised of amounts allocated
for direct payments to tobacco growers, including subsidies and crop conversion pro-
grams.

Reserves/Rainy Day Funds.—This category is comprised of amounts allocated to
State budget reserves such as rainy day and budget stabilization funds not ear-
marked for specific programs. Amounts allocated to reserves that are earmarked for
specific areas are categorized under those areas—e.g., reserve amounts earmarked
for economic development purposes should be categorized in the economic develop-
ment category.

Social Services.—This category is comprised of amounts allocated for social serv-
ices such as programs for the aging, assisted living, Meals on Wheels, drug courts,
child welfare, and foster care. This category also includes amounts allocated to spe-
cial funds established for children’s programs.

Tax Reductions.—This category is comprised of amounts allocated for tax reduc-
tions such as property tax rebates and earned income tax credits.
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Tobacco Control.—This category is comprised of amounts allocated for tobacco con-
trol programs such as prevention, including youth education, enforcement, and ces-
sation services.

Unallocated.—This category is comprised of amounts not allocated for any specific
purpose, such as amounts allocated to dedicated funds that have no specified pur-
pose; amounts States chose not to allocate in the year Master Settlement Agreement
payments were received that will be available for allocation in a subsequent fiscal
year; interest earned from dedicated funds not yet allocated; and amounts that have
not been allocated because the State had not made a decision on the use of the Mas-
ter Settlement Agreement payments.

The CHAIRMAN. Thank you very much. We’ll have a 5-minute
time limit on questioning. Dr. Land, let me ask you this—you must
represent a part of the country where smoking is widely used, or
perhaps used more frequently than in other parts of the country.
What do your parishioners say about your involvement on this
issue, when they've got a range of different kinds of moral issues
that theyre concerned about. Do they say, why are you interested
in this smoking issue when there are many other negative activi-
tieslg};at are going on in their communities or in the country or the
world?

Mr. LAND. No, sir. They expect us to be able to walk and chew
gum at the same time. They think our attention span is up to the
task. As I pointed out at the beginning of my testimony, Southern
Baptists have long had concern about tobacco use and indeed, we
do have a lot of constituents in parts of the country where tobacco
has been an important product but those resolutions are passed by
majority vote of the constituents who elect their representatives.
The Southern Baptist Convention, when it meets every June and
passes these resolutions, is the largest deliberative parliamentary
body in the world. Those 44,000 autonomous churches elect mes-
sengers who go to the convention and conduct business and they
vote on these issues. They also voted to elect the trustees that
elected me. I serve at the pleasure of the Southern Baptist Conven-
tion. There is somewhat of a generation gap. People older than my-
self tend to have somewhat different views toward tobacco than
people younger than myself and since I'm now 60, a lot of the peo-
ple who would be more ambivalent about this are older or have—
you know, tobacco smokers tend to be a declining constituency be-
cause they die. When I first came to the Commission in 1988, we
have several Sundays on the Denominations Calendar where we
are charged to produce materials to help them observe these Sun-
days and one of those Sundays is Alcohol and Drug Abuse Sunday.
The first one that I had the opportunity to choose the issue we
were going to deal with, I chose nicotine for 1990 and this raised
some eyebrows in 1988. They said, “Wow, you’re going to take on
tobacco?” And I said, “We absolutely are.” We were braced for a
large response, negative and we got very, very little. I would re-
mind you that in 1984, the Southern Baptist Convention, in ses-
sion, passed a resolution, overwhelmingly, that called for govern-
ment to end subsidies to tobacco growth and to encourage indi-
vidual Southern Baptists who were tobacco farmers, to find alter-
native means and alternative crops and to no longer grow tobacco.
That was in 1984 and it was passed by the elected messenger to
the Convention overwhelmingly.

The CHAIRMAN. OK. This is primarily because of the dangers to
children. Am I right?
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Mr. LAND. Well, we are particularly concerned about these decep-
tive advertising messages to children who do not have the maturity
and the responsibility to make these decisions but it’s also because
it has obviously seeped into the conscious of people in the faith
community as it has other people in this society, that this is a very
dangerous product and I don’t think there is any American who
has reached maturity, who doesn’t know people personally who
have died from the use of this product. It really has seeped into the
conscious. I smiled when I heard the reference to lard. I mean, it
really is—people do understand that this is really a destructive
product.

The CHAIRMAN. Thank you. Mr. Myers, let me come back to you
for a quick response to Dr. Blum, who says there is no evidence
that this bill will save lives. He says, it’s deceptive, it’s harmful to
the public health, it’s a Marlboro Protection Act. It should carry its
own warning label. Pretty strong indictment of the legislation.
Your response?

Mr. MYERS. I have great respect for Dr. Blum but I think it is
not an accurate factual representation of what is in the bill. He
said that the bill would strictly regulate new products but not
apply the same standards to existing products. That’s just wrong.
Section 907 gives the FDA broad authority to regulate existing
products as well as new products; in fact, it’s the strongest regu-
latory standard ever proposed for any regulatory agency whatso-
ever.

He said it will inhibit the introduction of new products. That too,
is wrong. What it will do is inhibit manufacturers from making
health claims for new products before they have the scientific evi-
dence from doing so. As we know, our experience shows that if you
allow tobacco companies to make claims for products, not only will
they mislead the public but they won’t have any incentive to make
actually less hazardous products. If anything, this bill will, for the
first time, give tobacco companies and others, the incentives to
make serious changes to those products.

He said it has no mandates to eliminate toxic gases. That’s
wrong. It provides the FDA with full authority to require changes
in toxic materials, including gases, in them. We have to understand
what the status quo is. The status quo is nobody has any authority
to require any tobacco company to make any change in its product
and as a result of that, the status quo is that the changes the to-
bacco companies make are more accurately what Dr. Henningfield
described—those that make the product more addictive, more at-
tractive without regard to its health hazards. He spoke about the
past failed efforts. The problem is, we have relied on voluntary ac-
tion in the past. So when he talks about advertisements about
Carlton is the lowest, he ignores the fact that this bill would allow
the FDA—a matter of fact, it would mandate that the FDA prevent
exactly those kinds of claims, absent scientific evidence. Not only
that the claim is truthful but that the claim is being made in such
a way so that it won’t discourage millions of people from smoking.
He claims that it doesn’t mandate the elimination of menthol. Well,
that’s one of those half-truth statements that is very important. It
gives FDA authority to regulate menthol but to do it in a way
based on sound science as opposed to making a political decision
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without knowing what the impact would be automatically today of
eliminating it.

Dr. Blum’s experience in this field is unparalleled in terms of its
length. But when you look at the terms of this legislation, it pre-
sents a very different picture when you look at its details than
what was presented as the underpinning of his testimony.

The CHAIRMAN. Dr. Blum, my time is up, but I will give you an
opportunity to respond if you don’t get that opportunity with other
questioners.

Senator Enzi.

Senator ENz1. Mr. Chairman, I won’t be able to pass up the op-
portunity on that but I've got to tell you, I've got hundreds of ques-
tions—no, I started with hundreds of questions. Now I've got a lot
more and I do appreciate that all of you volunteered to testify. I
hope you also volunteered to answer questions that we won’t have
time to put in, in just 5 minutes.

Mr. Myers, to follow up just a little bit on what you said, before
I give Mr. Blum a chance to unload——

[Laughter.]

Even if it is a new product and the FDA says that it’s okay to
sell it, isn’t that putting an FDA stamp of approval on a product
that is going to kill them? Or is it going to be made safe enough
that it won’t?

Mr. MYERS. You raise a very thoughtful and important question.
The bill was carefully crafted; in fact, there are at least five dif-
ferent sections of the legislation that would authorize FDA to pro-
hibit a manufacturer from saying that a product is FDA approved.
If FDA found that that was necessary to protect the public health
because the drafters of this legislation were concerned about the
same issue. In fact, FDA doesn’t approve most products. What FDA
does is approve—well, whether or not there is adequate scientific
evidence to make a claim so that will prevent the tobacco compa-
nies from misleading the public the way they currently do. And the
only time the FDA actually gets in the process of approving wheth-
er a new product comes on the market, is when it is not substan-
tially equivalent. So the issue you raise is a very important one.
This legislation has tried in a very thoughtful way——

Senator ENzI. My time is pretty limited. I think you’ve made
your point.

Mr. MYERS. To prevent the tobacco companies from doing exactly
what you're——

Senator ENZI. Actually, from the FDA hearings that we’ve had,
they can’t control labeling, they can’t control advertising. They can
suggest.

Mr. MYERS. But this is

Senator ENZI. Now, on a reform bill that we have, there would
be some additional criteria on that, but any way you look at it,
they’ll be able to say, the constituents were approved or looked at.
I wish I had time to ask Mr. Henningfield some more questions
about some things like that. Another thing that will come into it,
is who is going to pay the fees on this? We're looking at the medical
device and drug user fee programs and trying to figure out how to
get all of the pay for that sort of thing. Can we get the companies
to pay for all of the testing? And I do suggest that we would have
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to back up to the very beginning on the testing and test every sin-
gle ingredient every time there is a change. Mr. Blum, you looked
like you had a few comments you wanted to make on those, too.

Dr. BLuM. Part of the unloading process here, thank you, Senator
Enzi. I think this bill creates a bridge on the River Kwai for the
tobacco industry. It’s what they want, at least Philip Morris does,
because it will have government sanctioned cigarettes. We already
know what Marlboro does. Marlboro kills. Whatever the market
share is, it’s 40 percent of the market—Marlboro is taking the lives
of 40 percent of those 400,000 that die from tobacco smoke every
year. What more is there to know? The definition of—research that
we need to know more on is the definition of infinity. There are al-
ways going to be curious questions. But we already know what
cigarettes do to you. All the other tobacco products put together do
not cause the harm that cigarettes do and this regulation largely
grandfathers in Marlboro. Sure, as Matt Myers said, it does grant
the authority of the FDA to do certain things, to maybe consider
these things and modify the product but it doesn’t mandate. The
only thing the bill mandates is candy flavorings, bigger warning la-
bels or new and improved warning labels so if the deaf person can’t
hear you, you’ve got to yell louder. And it has more of the kinds
of reliance on machine measurements, which Dr. Connolly, in his
recent article in Tobacco Control, has said is bogus. So the science
that the FDA is going be relying on is by those who study what
kinds of statistics we're relying on anyway, through machine meas-
urements of tar and nicotine are already unreliable. Where is the
s}clience standard going to come from? I don’t think anybody knows
that.

There is also the matter of ethics. If you were to conduct re-
search to show whether or not a product is going to cause reduced
harm, I don’t know of any institutional review board at any univer-
sity that would approve those subjects to take Cigarette A or Ciga-
rette B or tobacco product A and tobacco product B and study those
over the 20 and 30 years that it will take to see whether one prod-
uct reduces harm over another.

This cigarette bill will not affect the sale of cigarettes in phar-
macies. We're the only country in the world where cigarettes are
sold alongside medications. As Paul Harvey said, “America is the
only place where the sick people have to walk all the way in the
back to get their medicines and healthy people get their cigarettes
right up front.”

Senator ENZI. I thank you and as I mentioned, I've got questions
for everybody. I have particularly some numbered questions as the
only accountant, I'm always fascinated by the numbers, so I apolo-
gize for not having an opportunity to ask them right now but I will
put those in writing and would suggest that maybe the Federal
Trade Commission ought to be involved in this, maybe as opposed
to the FDA. They are the ones that really control false advertising
or I hope control false advertising. And that’s what we’re talking
about here, besides the need to do more testing and have more dis-
closure. But I just worry a lot about this FDA seal of approval,
whether implied or actual, that’s going to come about through this
process. We've got to find some way. The oncologist that worked
with my wife had the hospital attorney visit him because he said
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that he wasn’t going to treat people that smoked anymore for can-
cer because they were working against themselves and there’s a lit-
tle bit of a brouhaha going on over that. But we know that ciga-
rettes kill. Now we've got to figure out how we can keep it from
killing as many people.

The CHAIRMAN. Senator Brown.

Senator BROWN. Thank you, Mr. Chairman. As we know, smok-
ing kills some 400,000-plus Americans a year and we also know the
tobacco companies know they have to replace those customers with
young smokers and that’s sort of been the thrust, it seems in all
of this. We’ve sat through hearings for years, many of us and seen
the sort of growing sophistication of the tobacco industry. It used
to be Joe Camel. It used to be billboards near schoolyards, clever
mailings, free samples, all the things they do. Dr. Huerta men-
tioned Camel No. 9 and I have a mailing here that this is—those
of you that buy perfume can see that this looks a lot like it could
be a perfume package, Camel No. 9. And you open this up, Camel
No. 9 introducing our smoothest smoke sensation. Light and lus-
cious. Are you ready to flaunt it? No. 9, take your No. 9 experience
to the next level. This stylish, sexy cigarette case. If you look in
really small print—and because I'm way older than the people they
are appealing to, I have to use these cheap $6 glasses—an offer is
on a Web site restricted to legal and tobacco consumers. But it
says, just your smokes to the nines with a complimentary cigarette
case. Take a pack at Camelsmokes.com and you’ll be smoking in
style in no time. Then again, light and luscious. You pull this out.
I believe they can’t actually send you a pack of cigarettes. That’s
the DMSA, I believe, but you open this up and it looks a lot like
it. Then you strike gold with four coupons, $2 off, $2 off. Buy one
pack, get one free, buy one pack, get one free. This is the kind of—
and it’s strains the imagination to think that this campaign is
aimed at anybody other than 15, 16, 17-year-old girls, something
that is a violation of the MSA, to be sure but maybe more impor-
tantly, pretty morally repugnant and a violation of what I think
Dr. Land with his values and what all the public health people, all
of whom find this pretty repugnant. Dr. Huerta, my question for
you is about price. As you know, the 10 percent is pretty elastic—
elastic economics, if you will, to the pricing of cigarettes. Ten per-
cent increase in price generally brings a 7 percent decline in youth
consumption. They are still finding ways, obviously, to make to-
bacco, the introduction of smoking to young people, they're finding
a way to make it less and less expensive and more and more ap-
pealing until they’re addicted and they may go beyond that.

The tobacco industry, I understand, spends about $10 billion on
promotion, price promotion, obviously much of it to children, to re-
cruit new people as the 400,000 people a year die. How should
FDA, if this bill passes, how should FDA address things like this?
How should FDA especially, more pointedly, address the whole
isf?ue ‘;)f price and the kinds of price deals that the tobacco industry
offers?

Dr. HUERTA. Thank you for the question. What the FDA, in my
opinion, should do is base all their opinions on signs. And if the
signs say that the tobacco companies are not allowed to make any
claim, then FDA should not allow the companies to make that par-
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ticular claim regarding marketing. Marketing—it’s a whole chapter
in the FDA regulation now, even we see that every day with the
pharmaceutical companies that are doing this direct to consumer
marketing practices on television and we are seeing that FDA is
now taking a very active approach to these marketing techniques.
So I would say that’s a chapter that needs to be discussed among
the experts of marketing but my feeling is that if the claim that
the tobacco companies want to do is not based on science, they
shouldn’t be allowed to do it.

The CHAIRMAN. Thank you very much.

Senator Burr.

Senator BURR. Thank you, Mr. Chairman. I have listened in-
tently to everybody’s testimony and I want to applaud you for
bringing a lot to the table. There is only one major difference I
have, it is that I am not yet convinced that all the things that you
pointed out have to happen at the FDA. I have very few disagree-
ments with some of the items that were highlighted by each of you
and I'll try to go through some of those but let me ask first, just
so I know.

If given the authority, would you outlaw tobacco today? Just a
quick yes or no.

Matt.

Mr. MYERS. No, sir.

Senator BURR. Dr. Huerta.

Dr. HUERTA. No.

Senator BURR. Dr. Land.

Mr. LAND. No, sir.

Senator BURR. Right down the line.

Mr. HENNINGFIELD. No.

Mr. CoNNOLLY. No.

Dr. BLuM. No. I'm not in favor of prohibition.

Senator BURR. I'm not going to ask you.

Ms. SHAMES. I can’t——

Senator BURR. Dr. Huerta, you mentioned five things and I only
got four of them but I think the four really do encompass what
your message was. Magazine advertising—still going on, still af-
fects children. In-store advertising—it certainly goes on, affects
children. Outdoor signage, billboards gone but outdoor signage
based upon the agreement in the MSA still exists, could influence
children’s decisions. Let me just simply ask you—and you men-
tioned no compliance. If we could address that in a way that you
and I and Matt Myers and others said, you know, we have elimi-
nated the ability to advertise to children. Can you live with that
authority, staying at the Federal Trade Commission and the De-
partment of Justice?

Dr. HUERTA. It seems to me that—of course, I'm a profound re-
spectful person of the first amendment but there are limits for
what you can—the way you can promote your products.

Senator BURR. Clearly to accomplish this without a constitutional
challenge would require an agreement by the industry as well, to
ban certain things. If we could accomplish that, are you com-
fortable that the Federal Trade Commission and the Department
of Justice can, in fact, bring that degree of compliance and assur-
ance to you and to me and to everybody else?
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Dr. HUERTA. It’s going to be difficult and would probably require
a lot of discussion.

Senator BURR. Difficult to believe that they could bring that level
of regulation? To enforce it?

Dr. HUERTA. Well, they are different forces playing here. I mean,
the tobacco industry, obviously they want to sell their products and
we want to protect the public so we meet you

Senator BURR. Dr. Huerta, let me stop you. I'm talking about a
direct, specific ban. Are you comfortable with a direct specific ban
being administered by the Federal Trade Commission and the De-
partment of Justice?

Dr. HUERTA. No. Bans are not good for society. That’s what I can
tell you.

Senator BURR. OK. Matt, are Phase 4 clinical trials important at
the FDA for the safety and efficacy of drugs?

Mr. MYERS. For drugs?

Senator BURR. Yes, sir.

Mr. MYERS. We're not talking about—and I apologize to you. I'm
not an expert on drug clinical trials so I need to be careful with
regard to those issues.

Senator BURR. Sure.

Mr. MYERS. And that’s not what we’re talking about with regard
to this legislation.

Senator BURR. Well, I appreciate you acknowledging that, but
that’s exactly my point—there are some that are very engaged in
this but have absolutely no idea what the FDA is faced with, day
in and day out. And Phase 4 clinical trials determine dosage. The
safety and efficacy is already determined long before then but yes,
Phase 4 trials are extremely important to the outcome for a pa-
tient.

Dr. Connolly, you went—put your props back up there, would
you? I mean, I appreciate the fact that you brought something that
visualizes the challenge. And the challenge is that we’re way be-
hind the curve from the standpoint of the degree that we make
adults aware of the risk. Now, let’s assume for a second that
whether it was the half a pack size warning or whether it was the
full back of the pack size warning, which I think is Brazil. If we
codified that into law, would you feel comfortable if, in fact, the en-
forcement for that was part of the FTC and the Department of Jus-
tice versus the FDA?

Mr. ConNoOLLY. No. I think the thing that you're forgetting is the
product is linked with the marketing. Now, let me just—Ilet me fin-
ish my point—you asked a question, sir. When you saw that blue
pellet up there in Camel—that blue pellet is in the product. It’s un-
regulated by FTC but that blue pellet, in part, is a very specific fla-
vor that is tied to a Web site that is tied to a marketing claim that
is tied to

Senator BURR. Dr. Connolly, I appreciate your point but I'm ask-
ing specifically about the warning label. I don’t disagree with you.
I don’t disagree.

Mr. ConnoLLY. We don’t know. We're testing these—we’re test-
ing warning labels among children in Crete to determine if this is
better than this and we think among the children, this is better.
I wish we could test it
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Senator BURR. Dr. Connolly, my colleagues

Mr. ConNoOLLY. Back to the FDA with data and then let them
make a reasoned choice on what works best—pictorials versus
verbals. My impression would be, the FDA could make that deci-
sion, not the FTC. The FTC’s most recent smokers report—the
most recent one is 2001.

Senator BURR. Dr. Connolly, I know where we are today.

Mr. CONNOLLY. Right.

Senator BURR. Legally. I'm talking about if we codify in law, ex-
actly what it has to say, are you comfortable with the FTC and the
Department of Justice, in fact, enforcing it because I've got prob-
lems—Senator Kennedy has a bill right now that’s addressing drug
safety and labeling deficiencies at the FDA.

Mr. CoNNOLLY. I'm very uncomfortable. You need joint regula-
tion between FDA to regulate the product and regulate the mar-
keting. Right now, we’ve got one arm tied behind our back. We're
leaving the attorney generals to deal with consumer protection
issues and the FTC but we’re not dealing with public health issues
in the product. What theyre adding to the product can make this
the most popular product with kids. We need combined regulation
with both the FDA and with the consumer protection actions by the
FTC and by attorney generals to address the issue of smoking
among youth. If we let the blue pellets sit in the product, if we let
them manipulate menthol levels, all the work and effort we do to
restrain the claims, the marketing are for naught.

Senator BURR. Dr. Connolly

Mr. CoNNOLLY. We have to have a comprehensive approach in
this Nation. It’s about time we had a comprehensive approach, wor-
ried about our children and not about the economic interest of this
industry.

Senator BURR. Dr. Connolly, I appreciate your passion on this.

Mr. CoNNOLLY. Thank you very much, sir.

Senator BURR. And I'm not proposing or suggesting that there
not be a comprehensive approach to this. You, as others, seem to
connect all the pieces and they only end up at one place. I'm trying
to determine whether, in fact, there are other places where those
pieces can be done. In no way am I trying to diminish the scope
of what we could sit at a table and talk about. I've got to tell you,
though. It disturbs me—concerns me—as to what type of rational
conversation we might be able to have if we got down to talk about
where is the best fit. If, in fact, just the warning label has to be
tied to everything else that you can’t comprehend the—the warning
label could be enforced at the Federal Trade Commission or the De-
partment of Justice, yet you could have an agreement that the FDA
looks at the toxicity of a product and that we’ve got an agreement
that says, here’s the epidemiology study that we’re going to look at
to determine whether something is reduced risk. I think there are
agreements we can come to on that but I think there are also areas
that you have highlighted, Dr. Huerta has highlighted that really
don’t fit in the FDA.

I thank the Chairman who has been very kind and I appreciate
it.

The CHAIRMAN. OK.

Senator Murkowski.
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Senator MURKOWSKI. Thank you, Mr. Chairman. Thank you and
good morning to all of you. I appreciate the testimony. I'm sorry
that I wasn’t present for all of it but I have read the testimony that
has been provided.

My interest in this issue is really coming from the perspective of
our kids. As much as I worry about the adults that make decisions,
those are adults that are making decisions but I worry about the
fact that every day, we’ve got some 4,000 American kids that are
trying cigarettes for the first time and of those 4,000, how many
of them go on to become the customers that we deal with later on
in life. So I want to speak specifically to the issue of the children
and why, after all that has been worked out through the MSA
agreements, all that we have been trying to do in terms of edu-
cation and getting into the classrooms, tell me—this is directed to
you, Mr. Myers and Dr. Huerta—what else do we need to do? This
legislation you obviously support. What else can we be doing to
make sure that we’re not growing new numbers of tobacco smokers
through our children? Is there more that needs to be done, either
within this legislation or elsewhere, to make a difference?

Mr. MYERS. Thank you and thank you for your longtime commit-
ment to this issue, Senator Murkowski. One needs a comprehensive
approach to this problem if we're going to really dramatically re-
duce tobacco use among our children. This bill provides key tools
for that comprehensive approach but no one should kid themselves.
It’s not the panacea by itself. By eliminating the forms of mar-
keting that have been identified as having a great impact on chil-
dren, even after the Master Settlement Agreement, that allows a
mother and father to sit down across the table with them and talk
about tobacco with a much more even playing field. That’s a criti-
cally important step.

By preventing the tobacco industry from implying that certain
products are safer and therefore may be safer to start smoking—
you can delude yourself as a young person into thinking that there
is a safe way to start smoking. It gives us another tool to prevent
the tobacco industry from luring our children. By doing this, Dr.
Henningfield suggested looking at what the tobacco industry does
with regard to nicotine and the impact of nicotine. We take into ac-
count the fact that most kids—literally 90 percent of all smokers—
become long-term smokers before theyre old enough to purchase
the product legally. Many of them are addicted to the product and
therefore, having a hard time to quit. We have not known how the
tobacco industry has altered or controlled nicotine’s impact. This
bill would give us that tool at the same time to do so, which is vi-
tally important as we move forward.

Ease of smoking is another area that Dr. Henningfield has talked
about in his testimony that impacts how quickly kids start because
if it’s not to brusque, if it’s not too hard when you start, when your
lungs are still pure, what we have discovered is that more kids will
move from that quick, experimental stage to becoming regular
smokers. This bill would give FDA the authority to look at that
issue and address that issue as well. So this bill has a number of
key link tools that only by bringing those things together can you
have a meaningful approach to kids.
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And most importantly, it also, for the first time, gives a Federal
agency the authority to look at what the tobacco industry is doing
with its marketing and if they introduce new things that are not
specifically covered, it gives us an administrative framework for ad-
dressing those issues up to the limit of the first amendment. It’s
as far as we can go in our Nation.

Senator MURKOWSKI. Let me ask you, Dr. Blum, you do not sup-
port this legislation but I understand that you are equally pas-
sionate about making sure that our kids are not the next cus-
tomers. How do we address the kids? If this isn’t the answer, what
is the answer from the children’s perspective?

Dr. BLuM. Thank you, Senator. I think that the Master Settle-
ment Agreement had a hope as Ms. Shames alluded to that we
would have had the resources to provide major multimedia counter
advertising campaigns, such as Senator Kennedy proposed years
ago and I justified before this committee. It’s a shame that that
money has been squandered and misused. So I also would see the
possibility of perhaps a separate agency. But the reason why I op-
pose this bill is that literally from day one, if this bill is enacted,
you would have the product that kills more people than all other
drugs, food, medications—whatever else there is that the FDA reg-
ulates combined—and that product would be dithered with and
torqued with and regulated when the elephant in the room would
be Marlboro, would be sitting there, doing its damage every day.
I think that it makes no sense whatsoever. It’s good to talk about
children but I think that it’s the definition of infinity if we’re going
to try to regulate every single brand that comes out. They're going
to come up with everything in the world to keep us on our toes,
to constantly keep regulating. I think that the reason that we need
to be here is to consider how do we reduce demand for this product,
not how we regulate the product.

Senator MURKOWSKI. Thank you.

Mr. CoNNOLLY. If I could add, Senator, we could research about
10 years ago, looking at the internal documents on a reformulation
of Camel. At the time, Camel was smoked by old men. RJ Reynolds
intentionally affected the nicotine level. They added more
flavorings to make it more sugar-like and also affected the smooth-
ness and they did rankings against Marlboro cigarettes. This was
among 18-year-olds but in fact, it’s what they did. They affected the
smoothness of the product, they affected the nicotine yield, they
added sugars so it would make it easier for a youngster to inhale.
Now, the whole public health community is worrying about cartoon
advertising when they were worrying about the product. I think if
you want to address kids’ use, we have to say, if you’re going to
reformulate and change the product, then tell us what you're doing
with it. Why are you adding these sugars? Why are you affecting
nicotine yield? And just to sit back and say, go ahead and have our
children, with your product, and ban advertising. It’s just a flawed
public health strategy.

The CHAIRMAN. Senator Coburn.

Senator COBURN. Thank you, Mr. Chairman. Dr. Land, I remem-
ber as a young boy hearing an Evangelist by the name of Angel
Martinez and his famous statement was, “as a believer, you
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wouldn’t go to hell for smoking. You’d just get to heaven sooner
and smell like you’d been there.”

[Laughter.]

And that has stuck with me through a number of years. I'm
somewhat perplexed at where we find ourselves. I'm a big believer
in prevention. As a matter of fact, 'm getting ready—March 15, to
introduce a large prevention bill in this country. We spend almost
$7 billion a year on prevention through 21 different agencies. We
don’t get much for it because it’s not been focused properly, and I'm
highly disturbed that less than $1.5 billion out of $50 billion has
gone to fund prevention. The question I have for you is, why not
pass a bill (rather than the FDA and all this other stuff) that says
you'll get all the carcinogens out of your product by 9 years from
now. You will be decreasing the nicotine level by “X” percent every
year for the next 10 years. Why not go after it? We can’t ban adver-
tising without consent, based on the first amendment, but we cer-
tainly can say what you can and can’t produce when it is such a
great health hazard. So my question is—I know where Senator
Kennedy wants to eventually go with this and I'm not necessarily
opposed to getting rid of the addictive potential of cigarettes—but
why not do it directly? Why don’t we set it up? We know what to
do. We know how to do it. Why are we not doing that? Why are
we going through this? You know, the No. 1 reason for the Food
and Cosmetic Act was for determining safety and efficacy. There is
no safety in tobacco products of any type and the only thing they
are efficacious at is addiction. And we’re going to put that through
an agency? Why not go for the gold. Why don’t we go for the meat?
Why don’t we say, you've got this many years to get all 60 carcino-
gens out and you've got this many years by which you’ll reduce the
percentage and in the meantime, let’s do some Federal tinkering,
in terms of mandates, through incentives to States. If you don’t
spend some of your tobacco money, a larger percentage, on preven-
tion and anti-smoking campaigns, then this will cost you this. And
why don’t we spend some of the $7 billion a year that we’'re now
spending on prevention, to directly go after this? We can win this
ﬁhght. Answer those questions for me. I don’t care who answers
them.

Mr. ConNoOLLY. I think what you’re doing is applying a scientific
agency to make those very decisions. There is no reason why,
under this legislation, that the FDA couldn’t ramp the levels of nic-
otine down in 30 years to the levels in tomatoes.

Senator COBURN. We don’t need FDA to do that. We can do it
right here.

Mr. ConNoLLY. Well, I would argue that you've got a complex
issue that takes time to weigh. Do you take the toxins out, the nic-
otine out, you take both and you give them——

Senator COBURN. You set up a separate commission. You say,
here’s your charge. Here’s the 10-year goal. Go do it. We’re going
to compliment

Mr. ConNoOLLY. I think the bill adequately does that, Senator.

Dr. BLUM. Senator, I'd like to answer. One specific comment you
made that might be in error and that relates to this bill, which
talks about nicotine. We all know that’s the addictive component—
of nicotine but this bill only mandates that nicotine be adjusted in
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one level and that is downward, yet the experience of the individ-
uals who smoke is to compensate by inhaling more deeply and
thus, we could regulate nicotine all we want but the fact is, not
even to acknowledge that what science has found is that people
who smoke are inhaling more deeply, putting themselves at far
greater risk for emphysema, heart disease and lung cancer by
smoking the low nicotine cigarettes is mind-boggling to me.

Senator COBURN. Well

Mr. MYERS. Senator, could I just——

Senator COBURN. Let me make one point. There is wonderful
new research about drugs that are coming out that hinder the ad-
dictive components of nicotine in the brain. So, the new treatments
that are on the market for addiction, in combination with lowered
carcinogens, this can help solve this problem.

Matt.

Mr. MYERS. Just quickly, Senator. Several years ago, we actually
proposed that States be given incentives to spend more money on
tobacco prevention. We don’t see that it is an either/or. We think
it is vitally important that we do everything we can to encourage
States to do so. So if that’s something you would like to work on,
we would be delighted to work on it with you because we do think
that more should be done to encourage States to do so.

And your notion is an intriguing notion about setting a 10-year
goal for doing these sorts of things and a number of people have
talked about that very idea in the past. The more experts you talk
to who really look at this product, the more they tell you, just as
Dr. Blum just did, is there are things that we don’t know the an-
swer to, which is one of the reasons for trying to give this to an
agency with real scientific expertise, hold their feet to the fire, for
them to come up with the kind of rigorous standards that can
make a difference and I don’t think anybody here today can tell
you what they are. But in the past, when legislative bodies—not
just in the United States but elsewhere, have thought they under-
stood the issue without knowing all the detailed science and you
know it better than most do, what we have found is that all it does
is lead the tobacco industry into a pathway around it. So it is the
reason that many of us have come to the conclusion that the best
thing we can do is give it to an agency, give them a mandate,
watch over them to make sure they do it and they do it in a way
that, in the end, has the kind of public health, scrutinize them in
the way you're talking about doing over the long-term.

Senator COBURN. The only problem with that theory is the Bu-
reaucrats’ Law of Washington—never do what is right when you
can do what is safe. And that will mess up all your plans, I promise
you, as I've seen many great plans messed up at the FDA. So that’s
a nice utopian goal but I'm here to tell you, that ain’t going to
work. The FDA is like a balloon. You push in one place, it goes out
somewhere else. They are smart enough to get around anything—
and they’ll move around that, too. So the goal has to be everybody
recognizing what the problem is. There’s no question. We need to
work on that end in terms of supply but the No. 1 thing is preven-
tion. Prevention is the No. 1 thing and how do we counter what
Senator Burr was talking about? If you could get an agreement
where the first amendment rights were limited by agreement and
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then we poured the money into prevention, we could make a big
impact in this country, a big impact. We’re not going to make any
kind of impact with this for 5, 10, or 15 years. We could do that
tomorrow. We could start saving 40,000 lives a year tomorrow if we
would go with prevention and some type of agreement where we
limited first amendment rights in terms of tobacco products.

Mr. Chairman, thank you. I've gone over my time.

The CHAIRMAN. Could I just ask Dr. Henningfield, who is an ex-
pert (())n this whole issue of addiction. Maybe you could make a com-
ment?

Mr. HENNINGFIELD. I'd appreciate it. Being from Minnesota, I
tend to wait and then you don’t get in line.

The CHAIRMAN. You don’t get any time, any floor time.

Mr. HENNINGFIELD. Prevention is vital. Prevention won’t pay off
in terms of death reduction for 20 to 30 years in a big way. We've
got 50 million-plus tobacco users that we need to help earlier. The
idea is intriguing of setting a standard and say 10 years or 9 years,
to take all the carcinogens out. That sounds like a 10-year clock to
prohibition. It’s a legitimate thing to discuss. That really is a polit-
ical/social discussion. But FDA does not design foods, drugs. Con-
gress doesn’t design foods, drugs. I work with WHO—they don’t de-
sign foods, drugs. They say, these are the standards that you must
achieve in light of today’s science. As the science evolves, as the
products evolve, you evolve the standards and hopefully, tighten up
the standards. That, I think, is the regulatory approach to——

Senator COBURN. Let me respond to that, if I might. So we're
going to tighten up the standards. There is no difference in that
and in going to abolition. You're going to trust an agency to do
what we don’t have the courage to do as a Congress. That’s what
you’re really saying to me. We don’t have the guts to stand up and
say, here’s where we need to go. We can create a small commission
and we can fund it and we can figure out a way to do that. We
don’t have the courage to do what is really necessary—take a com-
bination of our ideas for an agreement on both advertising and
warnings, and really invest in prevention. We don’t have the cour-
age to do that. We’re going to shuffle this over and in 10 years,
we're going to be back here talking about the same thing, because
Marlboro will be Marlboro tomorrow.

Mr. HENNINGFIELD. Senator, I hope you will have the courage to
stand up and argue for much more funding for prevention. I think
it is atrocious that States haven’t spent more money on prevention.
I think we all agree with that. But you can give us the work in
prevention too, an asset, so companies can’t come out with Camel
No. 9 or if they try to, we can say, what, when, how, why.

Senator COBURN. That’s what Senator Burr is offering you.

Mr. HENNINGFIELD. The FTC is clueless. It can’t

Senator COBURN. But they are now. What makes you think the
FDA is any better?

Mr. HENNINGFIELD. The FDA is

Senator COBURN. On these same issues?

Mr. HENNINGFIELD. Well, the FDA’s entire authority and history
is health regulation, toxic regulation.

Senator COBURN. No, it’s safety and efficacy. There is nothing
safe and there is nothing efficacious about tobacco products and
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we're going to ask an agency whose whole goal is safety and effi-
cacy to approve our grandfather, what is obviously not safe and not
efficacious.

Mr. HENNINGFIELD. Neither FTC nor DOJ nor anyone else dis-
covered that light cigarettes were a sham. NCI, NIH, CDC and
FDA discovered that. These are health organizations. The FTC is
not a health organization. It doesn’t have the culture, the experi-
ence to assess ingredients——

Senator COBURN. I want you to think bigger. I'm talking about
doing the whole thing. I'm not talking about a little piece here and
there. I'm talking about thinking outside of the box. Let’s go after
it. Let’s create true prevention. Let’s—sorry, Mr. Chairman.

The CHAIRMAN. Senator Reed.

Senator REED. Thank you, Mr. Chairman. Thank you for your
testimony. One of the presumptions of an effective market is per-
fect information by buyers and sellers. So Dr. Henningfield, do you
think buyers of cigarettes have perfect information about what’s in
the cigarette?

Mr. HENNINGFIELD. Not even close. I don’t think they understand
the vent holes. I don’t think probably anyone here understands
that the vent holes do something else. They increase the free-base
nicotine fraction. CDC discovered that. It took CDC to jump in and
say they not only are a sham but they increase free-base nicotine.
So in order, if this is a product in the marketplace, in order to
make it—the market—better, consumers need more information,
like what’s inside the cigarette, how is it designed to produce nico-
tine in higher effects? Wouldn’t that sort of be a principle of an ef-
fective market? At least they know what they’re getting into when
they start smoking?

Senator REED. I think it is core and it’s what we rely on the Food
and Drug Administration to do, whether it’s dog food, potato chips
or anything else, to ask what, when, how, why—what are the ef-
fects?

Mr. HENNINGFIELD. Except for cigarettes.

Senator REED. Except for cigarettes. So the FDA—these argu-
ments about they don’t have the capacity and they can’t be effec-
tive in terms of dog food seems to be disputed by—they actually do
things like that. Is that true?

Mr. HENNINGFIELD. This is what they do on a routine, daily
basis. One of the sad things about the data that Dr. Connolly
showed about trends in nicotine is, all of us that are expert in this
area are not sure why it’s being done, how it’s being done, what
the effect is. FDA could do all of that. They could say why, what,
when, how.

Dr. BLuM. Senator, could I add something? I'm Dr. Alan Blum.

Senator REED. Please, doctor.

Dr. BLum. I served on an FDA advisory committee and again, I
have great respect for the staff and it breaks my heart and I wasn’t
prepared to do this, to catalogue the list of abject failures of the
FDA over the last 10 years. We all know about them, from anti-
biotics in animal feed that have resulted in resistance and contami-
nation to women’s hormones to antidepressants in children, cash
donations to doctors from drug companies—it’s all been botched
and this is an agency that is now going to take over a product that
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has no redeemable health value. It strikes me as an exercise in ab-
surdity for this agency to be the one that the proponents of this bill
want to entrust with the most irredeemably harmful consumer
product in our society. I would love to see a separate agency or a
separate Congress as Senator Coburn said, with the courage to
tackle the elephant in the room, which is Marlboro. That’s what’s
killing people. It’s not little Camel No. 9’s or whatever new little
product come on the market that will be the definition of infinity.

Mr. CONNOLLY. Senator, let me

Senator REED. Dr. Connolly, go ahead, please.

Mr. ConNOLLY. I disagree totally with what he said. I mean, if
you read the history of the FDA, it’s probably one of the most—
greatest public health institutions known to our country. It pre-
vented the adulteration of meat by throwing sugar in it. It stepped
in and it stopped that in the early part of the last century. RJ Rey-
nolds throwing sugar into tobacco products, to me is no different.
It’s adulteration of a very harmful product to make it even more
attractive to kids. FDA dealt with HIV, fast tracking the research,
did a wonderful job. FDA has done food labeling so our Nation’s
consumers are much, much more knowledgeable about foods. When
Massachusetts—post the MSA, tried to get the ingredients in ciga-
rettes, we were sued by a big tobacco—by six companies, by 4 p.m.
and spent 6 years in Federal court, $20 million of their litigation,
just trying tell adult consumers what’s in their products so they
could make a choice between one that could be more addictive and
less addictive. If this industry has changed, they wouldn’t be suing
us to give adult consumers information about quitting. FDA has
got a wonderful history and I can recommend some very excellent
books to my close friend, Alan, to read about the history of FDA
and I think this agency can do a miraculous job on an issue that
this Congress, this Nation, has failed to address.

Senator REED. Dr. Henningfield.

Mr. HENNINGFIELD. Just to add to that, what FDA does is find
the balance, it tries to find the balance. People, including Dr. Blum,
have criticized the bill that will be too restrictive on new products,
not restrictive enough—well, that’s FDA’s job to find the balance
and it will make mistakes at times, as it has made in the past.
Then it has mechanisms to be flexible and corrective. If you just
say, Congress orders—this is the new label. This is the way it
should be, that will be wrong in a while and you won’t have a flexi-
ble way to address it. That’s what FDA does every day.

Senator REED. Well, my presumption is that it is a process in-
volving several institutions. No. 1, Congress lays out guidelines and
an agency like FDA, when it comes to advertising, perhaps FTC,
will implement those, subject to our approval, appeal, criticism,
and changes. What I sense is that finding fault with the FDA is
a way of stopping any type of progress with respect to regulating
what is in cigarettes, the information consumers might have be-
cause I think, again, it’s the classic situation of the perfect becomes
the enemy of at least the barely adequate. And around here, barely
adequate might mean progress. Mr. Myers, do you have any com-
ments?

Mr. MYERS. Let me echo what Dr. Henningfield said. There is no
simple solution, as much as we’d all like a simple solution. This bill
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gives the FDA the authority to deal with Marlboro as well as with
Camel 9. We're all going to have be vigilant to be sure that FDA
does its job to protect the public to the extent possible but there
simply hasn’t been a more thoughtful, balanced approach presented
to Congress to address this problem in the past. Otherwise, we
have the status quo where it’s Philip Morris who controls what
goes in Marlboro. It’s Philip Morris who controls what goes in the
advertising to young people today. We need a Federal agency with
a mandate to do it day in and day out and then all of us need to
remain vigilant to make sure they do their job.

Senator REED. Thank you. Thank you, Mr. Chairman.

The CHAIRMAN. This has been enormously interesting and worth-
while discussion. Now let me ask the panel, what we have basically
underlined in the legislation—we know that it is the tar and the
chemicals that kill. But we know it’s the nicotine that’s addictive.
So we know that people smoke and they get the nicotine because
that is what is the addictive substance. We’ve given the FDA the
authority to bring that nicotine level down. Some will say, “Well,
by bringing it down, smokers are going to smoke a lot more and
they’re going to inhale a lot more tar and chemicals. Therefore, it’s
going to be just as dangerous for them.” Are we saying that medi-
cally we don’t know whether you can get nicotine down so low
where, from a medical point of view, it is nonaddictive. These are
all scientific questions. But aren’t we all trying to get to the point
where were reducing the tar and the chemicals, which are the
most dangerous and where we get the nicotine, which is the addict-
ive substance. In this general kind of discussion, are we getting
mixed up between these different subject matters in terms of what
the legislation is attempting to do?

Mr. MYERS. I think you said it very well. The goal is to reduce
the toxic substances with a real goal of reducing the number of peo-
ple who die. That’s the end measurement in this. The bill doesn’t
make a judgment about whether it’s good or bad to raise or lower
nicotine levels. What it does is say to the FDA, you need to take
a look at the best available science and what its impact will be,
with the ultimate goal of taking steps that will reduce the number
of people who will die. It doesn’t pre-judge whether that number
goes up or goes down or what that number does and it defers to
Congress to make that final decision in that respect. But the key
here is it gives the agency the authority to take the steps to reduce
the things that are killing people today.

The CHAIRMAN. What is the answer to the question that Senator
Enzi mentioned, that the FDA regulation could give the appearance
of an FDA seal of approval on the cigarettes that they allow to be
sold?

Mr. MYERS. There are at least five provisions in this bill that
give FDA the authority to prevent a tobacco company from explic-
itly or implicitly doing that. If that needs to be made clear, then
we should make that clearer in that respect, I think everybody
agrees. Equally important, there is a standard in the bill that ad-
dresses that issue and that is that FDA must look at the impact
of any action, not just based on an individual smoker but on the
population as a whole so that if an action has the impact, either
by tobacco companies finding a way to give the impression that it’s
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FDA approved or some other mechanism, to actually increase to-
bacco use by encouraging starters, discouraging quitters, then FDA
has the power to step in to prevent that. It’s broadly based on the
notion that the agency should have broad-based flexibility. Dr.
Henningfield may want to add to that.

The CHAIRMAN. Please address that, and then address the point
that, since the advertising budgets of the companies are virtually
unlimited, no matter what the FDA has actually done, the compa-
nies’ ads will distort it.

Mr. HENNINGFIELD. Well, the first thing is, what FDA is already
good at, for better and for worse, is sitting back and letting the
companies spend the money and say, “Prove it.” And with this,
Camel No. 9, it says it’s new. FDA could sit back and say, “Is it
new? Does that mean we need prior approval?” They can get into
issues like that. They can look at—they can ask the company to do
focus group testing on the intent of the marketing and the effect
of the marketing and sit back and say, “We’re not happy. Go do
more.” So the FDA has a lot of tools at its disposal that are em-
bodied within the regulation. If I can just touch nicotine?

The CHAIRMAN. Go ahead.

Mr. HENNINGFIELD. Nicotine, like cocaine, like sedatives, like
stimulants, it’s not just the drug. It’s how it’s delivered. The Na-
tional Institute on Drug Abuse that I used to be a part of made
enormous progress. You look at the nicotine patch. It’s minimally
addictive. Same chemical. What Marlboro does is increase the free-
base fraction, have other chemicals along with nicotine. They did
research that showed that acetaldehyde worked synergistically
with nicotine. So can we make a cigarette nonaddictive? Probably
not, as long as there is nicotine. Can we make it less readily ad-
dicting? I believe we can.

Dr. BLUM. Senator, it took 10 years to get rid of Joe Camel. Ev-
eryone was jumping around with their necks cut off about the car-
toon character and cigarettes. That did not even end as a regu-
latory measure. It was voluntarily withdrawn by RJ Reynolds.
Meanwhile, Marlboro sales soared. You're all upset about Camel
No. 9 but how many days, months, weeks or years will it take for
more regulators to engage our taxpayer money in looking at each
variation of a brand name that comes along? The most dynamic,
creative expert marketing force in this country is Philip Morris.
They have done wonders with any regulation. They have outwitted
us. You know, three quick examples. This ad ran in the University
of Alabama student newspaper last week. They know all about—
the public knows all about what has been happening about smok-
ing but that doesn’t seem to block Philip Morris from coming into
universities—over 35 universities and talking about how they have
redefined not just cigarette marketing but marketing in general, to
a one-on-one experience. And the job interviews are being held all
this week. They are mailing to physicians. That’s right—the Philip
Morris Tobacco Company is mailing its Quit Assist booklet to phy-
sicians and asking them if they want more copies for their waiting
room. They are promoting a youth anti-smoking—I call it anti-
youth smoking program and we don’t really—we say this is non-
sense and of course, it is but this bill will not prevent this company
from being as dynamic and creative as ever. I asked a college stu-
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dent, why would you want to work for Philip Morris? He was inter-
viewing for it and he said, “Oh, they don’t just sell cigarettes. They
help prevent smoking.”

Mr. CONNOLLY. Senator, I would say that—two points. We don’t
know the answer. Is it toxicity or nicotine—which to take out. And
I think the FDA is empowered to look at both issues. Tomatoes
have .3 milligrams per gram of nicotine in them but no one is out-
side the building today eating bags of tomatoes. And maybe we
want to go down that route but we have to look at it very, very
carefully. If we go down that route, maybe bring in close products
that reduce harm to replace the nicotine in Marlboros and turn
Marlboros into lard. I think that’s conceivable.

I brought some research we did on the safest cigarettes. We also
asked consumers about the advertising claims. Do you think these
claims are approved by government? Eighty percent of our respond-
ents said, “Yeah, the Government has approved those claims.” So
the train has already left the station here. The Government—I
mean the consumers think the Government is approving those
claims so why not put them into—to look at those claims and regu-
late claims? I don’t think this is going to impact whatsoever on the
litigation front. If the industry continues to behave the way they
have behaved, it will be continued action within the courts and
FDA regulations are not going to impact on that.

Senator COBURN. Just one short answer. What would be wrong
with the Federal Government having an advertising program say-
ing that they didn’t approve those claims? And that there is no gov-
ernment endorsement of the product? There is none. So we’ve not
done that. So we’ve allowed that kind of response because we've
failed to do what we should be doing.

Mr. CoNNOLLY. If you pass this bill, Senator, you will ban those
claims that are being made today for those 38 safer products. Their
claims are being made today. We need this bill out there today to
ban those unfounded, unsubstantiated claims. And then, based on
science, if they do come up with a product that actually does reduce
harm to the consumer, then the Federal Government should allow
those claims. They shouldn’t deny the consumer that information.

Senator BURR. Mr. Chairman, I have found this discussion to be
fascinating and the reality is, the way the bill is written, there
can’t be higher nicotine because it bans it. As a matter of fact, it
sets the ceiling at the current product and no product more harm-
ful, which is the way it should be. More harmful should be consid-
ered, much less approved and yes, there is an FDA approval but
somehow we suggest nobody in America will realize that when that
new product comes out that suggests less harm, that they will con-
sider that it has the stamp of approval from the U.S. Government
because they are much smarter than we are, let me assure you. As
a matter of fact, in 1938, when the FDA was created, there were
drugs on the market then. Do you realize all of those drugs that
were on the market then were never required to go through FDA
approval? They are marketed today. They are not FDA approved.
But to use your analogy, we would have to go out as a Federal Gov-
ernment and force those manufacturers of those compounds to now
advertise that they’re not FDA approved. Well, we know, what in
fact, that would do to a compound that might be very useful to a



89

lot of people, that passed safety and efficacy a long time ago but
when you put, “it has not been approved,” boy, you kill the market
for it. So part of the challenge that I've got is that I have to pick,
choose from everything you’re trying to do to figure out—just like
the tobacco industry, which ones are they structuring so they can
do this? Which ones are you structuring so that the outcome is pre-
determined? Because I think we have the—we’re the only ones that
have the challenge of balance, Dr. Henningfield.

Hold on. I mean, you guys have gotten a lot more time than I
have and I'll ask a few questions. You said that the FDA’s role is
fair and balanced. It is not the FDA’s role. The FDA’s role is to
make sure that the hurdle is never lowered and that the threshold
for safety and efficacy is, in fact, something that every product that
comes through has to meet. So I'm not sure where, in fact, there
is balance on the part of the FDA. As a matter of fact, Dr. Coburn
and I have worked for 13 years, as has Senator Kennedy and we’ve
seen kids that came in—many of them cancer victims, patients.
And you know what? Picking up the phone and trying to get the
FDA to fast track something 10 years ago was unheard of, even if
that was the only choice—the only option for that child to have a
hope of overcoming cancer and the FDA said, “No, we don’t do that.
We have a threshold—a drug, a biologic, a device must meet that
threshold and if it doesn’t, it doesn’t go through here. We don’t ap-
prove it.” And you know what? That’s the standard that should be
maintained. Now, let me say this. Can you create a new area of
FDA that has limited responsibilities, authority, very well pre-
scribed as to what it is we want them to look at, what it is that
we want them to regulate? Sure, we can do that. We're the Con-
gress of the United States. That may be what we need to do. But
we’ve tried to go through a process today to determine, is this the
most appropriate agency for everything that we’re trying to do?
And I would challenge you that it’s not. That there are areas that
can do it more effectively, with greater assurance that it’s being
done and there may be some things that at the end of the day, we
need to sit down and say, maybe this is something only the FDA
can do. But you know, even for some of the toxicology studies—I’'d
challenge you that probably CDC is a more appropriate place to do
that. They do it every day. They respond in a different fashion. It
doesn’t encompass everything in one agency, which is what many
want to do in this. But it can be just as effective.

Now, Dr. Henningfield, I've got to ask two real quick questions.
Do you support granting sovereign control of the tobacco industry
to an international organization and relinquish American control of
the product?

Mr. HENNINGFIELD. No.

Senator BURR. Do you support sending taxpayer dollars to devel-
oping countries in order to subsidize their tobacco production?

Mr. HENNINGFIELD. Their tobacco production?

Senator BURR. Production, yes sir.

Mr. HENNINGFIELD. I think that’s a question with complexity be-
yond my ability.

Senator BURR. Well, I've read the World Health Organization bill
that you signed and I think it does exactly those two things. So I
would ask you to go back and look at that. And Dr. Connolly again,
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I want to—I really want to comment on your passion. There is no
substitute for that and I appreciate it.

Mr. CoNNOLLY. Senator, could I just respond?

Senator BURR. Yes.

Mr. CONNOLLY. By saying, I'd like to——

Senator BURR. But let me make my last point first and then I'll
let you talk all you want to.

Mr. CoNNOLLY. No, I don’t want to—I just want to just correct
the record, that’s all, Senator.

Senator BURR. You know, I expected when I pulled the numbers
up, that I'd find Massachusetts having used all their tobacco money
for health and education. In fact, I found Massachusetts ranked
No. 31. They used 23.4 percent for tobacco and education. North
Carolina is the tobacco State. Our livelihood is in it—manufac-
turing, growth. We used 40.2 percent of the MSA money for edu-
cation and for healthcare. We were No. 21. There were 20 States
that did better than we did.

You know, in large part, I hope you—and I'm sure you have—
displayed some of that passion back in Massachusetts as I will in
North Carolina, to see if we can’t use money that was targeted for
this specific thing and to get it out of budget deficits and transpor-
tation dollars and everything else States love to spend it on.

Mr. ConnoLLy. Well, I didn’t have the action but our Governor
Romny, who wasn’t a Democratic by the way, cut the budget. He
maintained that—Governor DeVaugn—Patrick has increased the
budget by $18 million 2 days—actually Wednesday, today, in his
budget. So we will be ahead of North Carolina. We should be much
higher. Just as acting as a Senate historian, the FDA bill was
passed in 1906. What the FDA bill is grandfathered in from the ho-
meopathic pharmacopoeia—all those substances that were either
approved or not approved—nicotine was one of those substances.
Purportedly for passage of the bill by the Senate in 1906, nicotine
was withdrawn from the homeopathic pharmacopoeia so basically,
unregulated by FDA. Cocaine was in the original 1906 FDA bill. It
was in Coca-Cola. And what happened is FDA then took it out of
Coca-Cola, put it into a schedule so a physician could still prescribe
cocaine and then finally prohibited it. So I think it’s a wonderful
Senate—of this chamber and I think when one only has to go back
to 1906 and empower the FDA to do what they’ve done for cocaine,
to do for tobacco products and this Nation will be healthier for it.
Thank you, Senator.

The CHAIRMAN. OK, well.

[Laughter.]

Dr. Land, did you have any final comments?

Mr. LAND. Well, I must confess, I experienced some frustration
with the latter part of this process. It seems to me that we’re trying
to make the perfect enemy of the good here. The FDA, like all Fed-
eral agencies, like all man-made creations, has flaws but it has
done an enormous amount to protect the American people over the
years and I don’t think—I would not want to be charged with the
argument of trying to make the argument that this bill will not re-
tard the ability of the tobacco companies to run their scam on the
American people. Are there other things that can be done? Of
course. And all of them together—the end product, the sum—the
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end product will be more than the sum of the parts but this bill,
we believe, will help protect the American people and will help to
regulate what is too unregulated an industry. I will go back to
what I said in my testimony—it just seems to me to be irrational
that the FDA controls—has control over products that help people
quit smoking but has no control over the product that they are try-
ing to quit.

The CHAIRMAN. OK. We're running out of time here but I'll just
give 30 seconds to anybody that wants a final comment.

Dr. HUERTA. Thank you, Mr. Chairman. When I do my radio talk
shows on a daily basis, we talk about tobacco. Some listeners, they
say, “Why don’t you ban tobacco being so bad?” Well, nobody is in
agreement with that in this room. So I see this bill as a positive
way to change the environment and when you change the environ-
ment in a Nation, that is the first step for change for good. Remem-
ber our long fight against this industry. We fought this in the fif-
ties and the sixties and the seventies, eighties and nineties—well,
2007 now and this will do the right thing to change the environ-
ment.

The CHAIRMAN. Thank you.

Dr. Blum.

Dr. BLuM. Thank you again, Mr. Chairman, for this hearing. I
have to really claim to be the longest running person in this field
in this room and I believe, unfortunately, that the bill is the wrong
policy for the wrong agency at the wrong time. Tinkering with a
product, with ingredients is the most resource and labor-intensive
and the least effective, least proven, least relevant and biggest
waste of time, money, attention and focus we can do.

The CHAIRMAN. You can see that we don’t hear just one side at
these hearings.

[Laughter.]

Senator COBURN. While we're at it, I'd just throw out one other
drug that we ought to consider for FDA control. The FDA doesn’t
control alcohol but they control all the drug treatments for alcohol
withdrawal and treatment. This rationalization—I'm not against
the purposes that everybody in this room is trying to go for. But
let’s apply the same standard everywhere. You all have a lot more
faith in the FDA than I have in the FDA and I have a law since
January 2000, signed by Bill Clinton, that said the FDA will label
condoms as to their efficacy. The science is proven on that. But, for
the political correctness, the FDA has kept the information for that
to themselves. So we consequently have no law and we have no
label on condoms that are 80 percent ineffective—and this can
cause cancer in women. Eighty percent ineffective. But yet we don’t
have it. So this is the same FDA that you are entrusting to do ev-
erything that you hope to do, but they don’t control alcohol sales.
They don’t control advertising for alcohol and I would put forward
to you, alcohol consumption in this country might be a larger prob-
lem, or equal, in terms of the illness and a